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PREFACE

The Drug Enforcement Administration (DEA) is the primary federal law enforcement agencycharged with combating drug abuse in this country. Established in 1973, it is a combination of theagencies formerly known as the Bureau of Narcotics and Dangerous Drugs, the Office for DrugAbuse Law Enforcement, the Office of National Narcotic Intelligence, and certain drug relatedelements of both the Bureau of Customs and the Office of Science and Technology. The intent ofthe amalgamation of agencies is to eliminate the piecemeal approach to the control of narcoticsand dangerous drugs and, by coordinating the effort, to control more effectively narcotic and
dangerous drug activity and abuse.

Prior to this amalgamation of agencies, the laws on the control of drugs were collected and
conformed into one piece of legislation, the Comprehensive Drug Abuse Prevention Control Act
of 1970 (the "Controlled Substances Act"). This act consolidated over 50 pieces of legislation that
had been enacted in piecemeal fashion since 1914. The thrust of this Controlled Substances Act isthe improvement of the administration and regulation of manufacturing, distribution, and
dispensing of controlled substances by establishing a "closed" system for legitimate drug handlersso that controlled drugs can be traced from their origin to their eventual user.

The act contains nine major control mechanisms that apply to the manufacture, purchase and
distribution of substances subject to the act. They are:

• registration of handlers;
• recordkeeping requirements;
• manufacturing quotas;
• distribution restriction;
• dispensing restrictions;
• limitations on imports and exports;
• conditions of storage of drugs;
• reports of transactions to the government; and
• criminal, civil and administrative penalties for violations.

Each of these mechanisms has a considerable impact upon the industry, especially the penalties
and loss of registration provisions. Each violation of the act (which may be as little as misplacing
one bottle of controlled substances) is punishable by up to 15 years imprisonment and $10,000 in
fines. In addition, a relatively speedy administrative hearing can result in a finding of inadequate
security. Such a finding could lead to loss of registration, effectively putting a company out of
the controlled drugs distribution business. It has, therefore, become a cost justified good business
practice to establish effective control measures in the first instance. DEA, like most other federal
agencies, prefers voluntary rather than forced compliance.
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This manual is intended as a resource to the Controlled Substances Act and Regulations. It isintended as a guide so that you can better understand DEA's function. Further, it is intended tohelp you learn to deal with the agency that has a tremendous impact on our business.

In addition to this manual, you should also have the following DEA publications available forready reference:

Code of Federal Regulations 21. Food and Drugs
Part 1300 to End — available from:

Superintendent of Documents
U.S. Government Printing Office
Washington, D.C. 20402
(202) 783-3238

ARCOS Reporting Manual -- available from:

United States Department of Justice .
Drug Enforcement Administration
ARCOS Unit, P.O. Box 27273
Central Station
Washington, D.C. 20038-7273
(202) 307-8600

Note: The Automation of Reports and Consolidated Orders System (ARCOS) is the automatedsystem developed by DEA to monitor selected controlled substances. ARCOS software enablesthe government to maintain a current and historical record of controlled substance inventories andtransactions from the point of manufacture to the point of sale, distribution, or other disposition,and finally, to the dispensing (consumption) level.
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INTRODUCTION

The Controlled Substances Act and implementing regulations (21 CFR 1300 to the
end) impose a substantial number of requirements upon wholesalers and other handlers
and prescribers of controlled drugs. This training manual deals with the records of
controlled drug transactions that must be kept by wholesalers and the reports that
wholesalers must submit. The theory behind the records requirements for Schedule III
through V controlled drugs is that a registrant's regular, normal business records are
acceptable provided that they contain all necessary elements of information and that
these elements are readily retrievable from the records (more later on retrievability).
Special, separate records are required from Schedule II controlled drugs (see Biennial
Inventory and Order Forms). The importance of accuracy in taking required
inventories and in recording controlled substances transactions should be stressed to
wholesaler employees charged with these responsibilities.

11/27/95
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INVENTORY

There are specific regulations with regards to inventory. DEA requires a biennial
inventory, and a year-end ARCOS inventory. As company policy, periodic inventories
are recommended. Unless otherwise specified, the general requirements pertain to each
type of inventory.

Biennial
(21 CFR 1304.11 (c))
Frequency. Every two years, the wholesaler is required to take a physical inventory of all
controlled drug stocks on hand in live, morgue and brokerage.

When. The regular biennial inventory date is every two years from the date the wholesaler
initially became registered to distribute controlled substances. Thus, for all firms who
were provisionally registered on May 1, 1971, the biennial inventory date is May 1" every
odd year. For any firm registered after May 1, 1971, or which has been issued a new
registration since May 1, 1971, the regular inventory date is two years from the initial date
of registration, e.g., Firm A which first became registered on August 21, 1974, has a
regular biennial inventory date of August 21 every even year. The wholesaler may take the
inventory within four days of the inventory date if he/she notifies the DEA special agent in
charge in advance.

Changing Inventory Date. To coincide with a fiscal year, year-end ARCOS inventory,
general inventory time, or any other reason, the wholesaler may change the controlled drug
inventory date to another fixed date provided that the new is within two years of the
previous biennial date. DEA does not have to be notified.

Cardinal Health had received prior authorization from DEA for all Cardinal Health
locations to conduct biennial inventories on December 31 of even numbered years and will
continue to do so. Refer to DEA correspondence 11/21/96.

Year-End ARCOS
(21 CFR 1304.33 (b))
Frequency. Every year, the wholesaler is required to take a physical inventory of all
reportable controlled substances on hand in live, morgue and brokerage.
When. The inventory should report the stock on hand as of the close of business on
December 31st.
Reporting. A report of the inventory shall be filed with the ARCOS Unit of the DEA by
January 15th of the following year.

01/20/99
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Periodic
(21 CFR 1304.11, 21 CFR 1301.74)

Frequency. A daily count of controlled substances and narcotics having movement (sales,
purchases, and returns) on the previous day should be conducted, and a monthly count of
all controlled substances in the facility.

When. Counts should be conducted as close to the end of day processing so as not to
interfere with the current day's business. The monthly count should be conducted as close
to the same time each month as possible.

General Requirements
Newly Controlled Drugs. An initial inventory must be taken of all stocks on hand of a
newly controlled drug on the effective date of control. Subsequently, the newly controlled
drug will be reinventoried on the same date as all other controlled drugs. (21 CFR 1304.11
(d))

Note: Many wholesalers have been cited for missing the initial inventory date on
newly controlled drugs. For example, anabolic steroids were controlled (Schedule
III) effective February 27, 1991, and an initial inventory should have been taken on
that date.

Drugs to Be Included. All controlled substances on hand as of the inventory date must be
included. Returns, damaged goods, and any other drugs awaiting disposal must be
inventoried.

Note: Wholesalers often overlook returns and drugs awaiting disposal in taking
inventory.

Required Inventory Records. The inventory must be maintained in written, typewritten,
or printed form. It should be signed by those taking the count and both the date of the
inventory and whether it was taken as of the opening of business or close of business must
be recorded. Inventories of all Schedule I (research drugs) and Schedule 11 substances
must be separated from inventories for all other substances. Schedule III through V
substances may be maintained separately from all other substances or in a readily
retrievable manner. Readily retrievable means that the records (whether ADP, electronic,
or mechanical are kept in such a manner that they can be separated out in a reasonable time
and/or the items are identifiable visually from other items appearing on the records
(asterisk, redlined, etc.).

For each controlled substance in finished form, the required inventories must contain:

• Name of the substance;
• Each finished form (e.g., 10-mg. tablet or 10-mg. concentration per fluid ounce

or milliliter,
• Number of units or volume of each finished form in each commercial container
(e.g., 100-tablet bottle or 3-milliliter vial); and

• Number of commercial containers of each such finished form (e.g., four 100-
tablet bottles or six 3-milliliter vials).

01/20/99
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For controlled substance returns, damaged goods, or substances awaiting disposal, the
inventory must contain:

• Name of the substance;
• Total quantity of the substance to the nearest metric unit of weight or the total

number of units of finished form; and
• Reason for the substance being maintained by the registrant.
(21 CFR 1304.22 (b), 21 CFR 1304.11(2))

Count Requirements. When taking an inventory, the following steps should be taken,
• Do not allow any product into or out of the area during the count or recount.
• Counts should be conducted from count sheet with the on hand quantities

suppressed.
• Compare the inventory results with the current on-hand balance of each item.
• Recount any out-of -balance item.
• Run audit report for any out-of-balance item.
• Research the error, checking for orders picked but not invoiced, mispicks, etc.
• Make appropriate adjustments as errors causing variances are detected.
• The Distribution Center Manager should sign off on the count sheet that he has

reviewed all exceptions and that variances have been explained.
• File DEA Form 106, on a timely basis, for any item that cannot be resolved.
• Create ARCOS transactions for any reportable items on DEA Form 106.

Retention of Inventory Records. The records must be retained for two years from the
date the inventory was taken and must be available for DEA inspection at the registered
location where the inventory was made. (21 CFR 1304.04)

Note: State record keeping requirements may be more than two years and should be
maintained accordingly.

01/20/99
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DEA REGISTRATION

Detecting Fraudulent Registration Numbers
A DEA registration number consists of a two-character prefix and a seven-character suffix
which are determined as follows:

Prefix. 1" character is A or B for all practitioners, hospitals, pharmacies and teaching
institutions; it is P or R for all other classes of registrants. M is used for mid-level
practitioners (MLP). (Refer to DEA Correspondence 8/25/93). The 2"d character is
the first letter of the registrant's last name if an individual, or the first letter in the first
word of the name if a firm (Note, a "9" is inserted in this position if the firm's name
begins with a number—e.g., "101 A Street, Inc."). .

Suffix. The suffix contains seven numeric characters, the seventh of which is a check
digit that is determined as follows:

Add the number of the V, 3 d̀ and 5'h characters to twice the sum of the 2"d, 4' and 61
characters; if the total is a single-digit number, that number is the check digit; if the
total is a two-digit number, the digit in the ones column is the check digit and is
inserted in the seventh position.

Checking Expiration Dates
A system to verify the renewal of registration number can be standardized by expiration
date because all registrations with the same second character in the prefix expire on the
same date. The expiration dates for these characters are:

January 31 M
February 28 S
March 31 L, P
April 30 Q, R, 9
May 31 U, V, W, X, Y, Z
June 30 A, D

July 31 B
August 31 C, E
September 30 F, G
October 31 H, N
November 30 I, T
December 31 J, K, O

Note: Practitioners, hospitals, pharmacies, and teaching institutions re-register every
three years. All others register annually.
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DEA Registration Verification
(21 CFR 1301.74(a))

The wholesaler is responsible for verifying that customers possess a valid, current DEACertificate of Registration (Exhibit .n. DEA will not verify routinely, and it is left to thewholesaler to develop a system. There are several methods the wholesaler may use.

Cardinal's policy and procedure requires that new accounts provide a photocopy of acurrent DEA registration prior to being allowed to purchase controlled substances. A copyof the account's state license should be obtained at the same time.
Registration expiration dates for existing accounts are monitored on a monthly basis.Those accounts whose registration is due to expire are contacted either by letter, telephone,or sales representative and are requested to provide an updated copy of their registration(Exhibits E, L). A copy of the state license should also be requested.
In addition, the computer system prohibits the purchase of controlled substances by anycustomer who does not have a DEA registration number loaded into the computer systemor whose registration has expired. The system also limits the purchase of controlledsubstances to the schedules for which the customer is registered.
Cardinal purchases, on a quarterly basis, a tape from the DEA of all current registrations.This tape is run against each division's customer database. The Quarterly DEAException Report (Exhibit l) is a listing of all customers in a division's database whoseDEA number or expiration date does not match the DEA database. Review andmaintenance of this report must be done to assure sales of controlled substances are onlymade to current registrants of the DEA.

Questioned Registrations
Whenever there is reason to question a customer's registration (i.e., the number does notpass the check digit, there is a question whether the registration includes the schedule(s)ordered or a pharmacy has changed hands and the new owner is using the old DEAnumber), further inquiry should be made to ensure that the customer is properly registered.The local DEA office will check this type of situation. Calls to the local DEA officeshould be documented on a Regulatory Agency Contact Form (Form #1).

Delayed Registration Renewal Certificates
From time to time, computer delays at DEA cause customer renewals to be late, eventhough renewal applications were submitted in a timely fashion. When the customer tellsthe wholesaler that this has occurred, the wholesaler should contact the local DEA office toconfirm this fact and to authorize continued shipments. If the authorization is made bytelephone, the wholesaler should write down the confirmation, including the name of theauthorizing DEA official, the date, and the details of the authorization_ Document this on aRegulatory Agency Contact Form. Refer to DEA Correspondence 9/7/93.
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Modification of DEA Registration

When a registrant moves to a new location, they must have the new location inspected by
the DEA and obtain a new DEA registration with a corrected address. Many customers
continue to use the old registration and expect that their controlled substance orders will be
delivered to the new address. This is a violation of DEA regulations. Controlled
substances can only be shipped to properly registered location and only to the address
listed on.the registration. (21 CFR 1301.51)

Transfer of Ownership

For a change of pharmacy ownership and continuing operation on a previous owner's DEA
registration, the primary condition is that both the buyer and seller enter into a Limited
Power Of Attorney (Form #25) that specifically sets forth the following:

• The seller agrees to allow the controlled substance activities of the pharmacy to be
carried out under the seller's DEA registration;

• The seller agrees to allow the buyer to carry out the controlled substance activities of
the pharmacy, including the ordering of controlled substances, as an agent of the seller;

• The seller acknowledges that, as the registrant, they will be held accountable for any
violations of controlled substance laws which may occur; and

• The buyer agrees that the controlled substance activities of the pharmacy may be
carried out under the seller's registration for no more than 45 days after the purchase
date, which shall be recorded in the agreement.

Prior to selling product to the new owner, you should obtain a copy of the Power Of
Attorney and file it with the copy of the previous owner's DEA registration certificate.
In addition, you must monitor the 45-day limit on controlled substance activity imposed as
part of this policy. Refer to DEA Correspondence 8/25/93.

Termination of DEA Registration
(21 CFR 1301.52)

The closing of a facility requires that a DEA certificate of registration be terminated. At
least 14 days prior to close and controlled substance transfer, submit a registered or
certified letter, return receipt requested, to local DEA supervisor containing the following
information:

• name, address, registration number of distribution center which is transferring the
controlled substances and associated records and terminating the registration,

• name, address, registration number of distribution center to whom the controlled
substances and associated records will be transferred,

• date of the controlled substance transfer and a description of the proposed transfer
procedure,

• date and time of termination.

9/25/98 DEA Registration 3-3
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Contact state licensing agencies and follow their specific procedures for registration
termination.

On the date of the transfer, a complete inventory of all controlled substances being
transferred must be taken. A copy must be maintained with the records for each
distribution center. The transfer must be documented as a purchase and sale. Purchase
orders, 222's, invoices and receiving documents must be created.

The Corporate Compliance Department will arrange and supervise the transfer of all
controlled substances.

Upon termination of the registration, submit to the regional DEA office by registered or
certified mail, return receipt requested, a cover letter and the following:

• DEA Certificate of Registration,

• unused DEA Forms 222.

Chemical Registration

Any person or persons who distribute products covered by the Methampetamine Control
Act (ephedrine, pseudoephedrine, phenylpropanolamine) must have either a controlled
substance registration or a chemical registration. They do not have to possess both
registrations. Registrations must be renewed annually.

A DEA chemical registration number consists of a six character prefix and a three
character suffix which are determined as follows:

Prefix. The prefix contains six numeric characters. There is no check digit as in a
controlled substance registration.

Suffix. The suffix contains three alpha characters. The first is the first letter in the
registrants name. The second is a random letter and the third identifies the activity of the
registrant as listed below.

W - Manufacturer

Y - Distributor

V - Retail Distributor

X - Importer

Z - Exporter

9/25/98 DEA Registration 3-4
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MAINTENANCE OF RECORDS

The wholesaler is required to maintain on a current basis a complete and accurate record of
every controlled substance received, distributed, or otherwise disposed of. Separate
records are required for each registered location. Records of Schedule I (research drugs)
and Il drugs must be maintained separately (see section on Order Forms). All required
records must be retained for two years. (21 CFR 1304).

Required Record Information
(21 CFR 1304.22 (b))

The following information is required for each controlled substance:

• Name of the substance.
• Each finished form (e.g., 10-mg. tablet or 10-mg. concentration per fluid ounce or

milliliter) and the number of units or volume of finished form in each commercial
container (e.g., 100-tablet bottle or 3-milliliter vial).

• Number of commercial containers of each such finished form received from other
persons, including the date of and number of containers in each receipt and the
name, address, and registration number of the person from whom the containers
were received.

Note: Many wholesalers have been cited for failing to record the actual
date of receipt on the document of transfer (e.g., invoice or packing slip) as
well as the accurate name, address and registration number of the shipper.

• Number of commercial containers of each such finished form distributed to other
persons, including the date of and number of containers in each distribution and the
name, address and registration number of the person to whom the containers were
distributed.

Note: Wholesalers also have been cited for failing to record the actual
shipping date as well as the accurate name, address, and registration
number of the person to whom it was shipped. Ditto marks on DEA
Form 222 are not acceptable for recording dates.

Note: When providing backup service for another division, and shipping
directly to the division's customer, your records must show that
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customer as the recipient of the product. Refer to DEA
Correspondence 6/28/95.

Number of units or volume of finished forms and/or commercial containers
distributed or disposed of in any other manner (e.g., by distribution as
complimentary samples or by destruction) including the date and manner of
distribution or disposal, the name, address and. registration number of the person to
whom distributed, and the quantity of the substance in finished form distributed or
disposed of.

Automated Records Systems

Federal requirements can be met by either automated or manual records systems provided
that the specific system contains all the necessary data elements. The wholesaler has the
option of maintaining records for Schedule III through V transactions either separately or,
if they are readily retrievable, with noncontrolled drug transactions. Ready retrievability
requires that the records (whether an automated system, a manual system or a combination)
clearly identify controlled drug transactions so that they can be extracted readily (i.e.,
identified by schedule symbol (C-M) or asterisk, redlined, on separate invoices for
controlled drugs only, etc.).

Returns from Customers or to Manufacturers
Care must be taken to ensure that all the data elements are included on records for returns.
These records must have the same information as that required on all receiving/shipping
records including the name, address, and registration number of the customer/supplier, the
name of the substance, each finished form, the number of units or volume and the number
of containers; and the actual date the substance was received by the wholesaler or returned
to the supplier. Schedule II returns must be made pursuant to a valid order form (see
section on Order Forms).

Note: Wholesalers often fail to place the required information on return documents or
to maintain Schedule III through V returns records in a readily retrievable manner.

Rules for Central Record Keeping
(21 CFR 1304.04)

Recognizing the trend toward the automation of business records in a central data center
covering multiple locations, DEA allows financial and shipping records to be kept at a
central location following written notification to the DEA special agent in charge of the
field office covering the area where the registrant is located. The central records system
may commence 14 days after the special agent in charge receives notification (sent in
triplicate by certified or registered mail, return receipt requested). The notification must
contain the name, address, and registration number of all locations to be included, the name
and address of the exact location where the central records will be kept, a brief description
of the records system and the records to be maintained centrally, and a statement agreeing
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to make the records available at the registered location within two business days. If there is
no response from DEA within 14 days after receipt by the special agent in charge, the
wholesaler can proceed with the central records system. The wholesaler must, if DEA
chooses, allow inspection at the central location in lieu of delivery to the registered
location.

Exception: Inventories for all schedules of controlled drugs and Schedule II order
forms must be kept at the registered location.

ARCOS participants wishing authorization to report from other than their registered
location must obtain a separate central reporting identifier from the ARCOS Unit, P.O.
Box 28293, Central Station, Washington, D.C. 20005, (202) 307-8600.

Microfilm/Microfiche Records

DEA does not consider copies of primary records an acceptable substitute for primary
documents due to the opportunity for alteration when copying an original document.
However, DEA will consider for approval on a case-by-case basis any system that
simultaneously generates the copy and the original record. - Approval of such a system
requires DEA access to readers and printers as well as to the film. If a wholesaler
microfilms,/microfiches the originals for ease of handling, but retains the originals in
backup storage for two years, this would satisfy DEA concerns as the originals could be
made available for review as needed.

Drop Shipments of Controlled Substances

Wholesaler records of drop shipments are not required because these controlled substances
are shipped directly from the supplier to the customer and never enter the wholesaler's
possession. All such purchase orders and invoices must be clearly marked as drop
shipments and should not be stored with records that document the actual receipt or
distribution of controlled substances. Further, Schedule III narcotic substances which are
drop-shipped are ARCOS reportable by the supplier on DEA Form 333.

Storage of Records

Care should be exercised to ensure that, for at least the two years they must be retained, all
the wholesaler's controlled substances records are maintained in a secure and yet accessible
manner. The controlled substance records are as follows:

• Receiving documentation

• Invoices and credit memos

• Narcotic Sales Report

• Narcotic Order Forms (DEA Form 222), brown and blue copies, and related records

• Monthly ARCOS Report

• ARCOS Edit Error Report and submission
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• Count Sheets from Periodic Inventories

• Suspicious Order Analysis, or Excessive Purchase Report

• DEA Form 106

• DEA Form 41

• Return Receipt Requested forms for any mailings

• Debit Memos for Returns to Vendors

• Year-End ARCOS Inventory

• Biennial Inventory

DEA requires that records be maintained for two years. Record retention requirements for
individual states may vary. Additional records may be maintained as required by division policy.

Shipping Errors
Shipping errors must be documented as any normal transfer of controlled substances would be and
as mandated by DEA record keeping and reporting requirements. In other words, any transfer of
controlled substances, regardless if shipped in error, must be appropriately documented with 222s,
invoices, credit memos, and ARCOS reporting as applicable. The swapping of the right product
for the wrong product is inappropriate. Each distribution and return must be documented as a
separate independent transaction. These requirements apply to intra-company as well as customer
shipments. Several examples of shipping error scenarios and the corresponding corrective actions
are included as Exhibit Q.

Brokerage Operations

Some Cardinal Distribution facilities have brokerage business operating within their
distribution center. The brokerage business operates on the division's DEA registration
number, therefore the division is ultimately responsible for compliance with DEA
regulatory requirements as they apply to brokerage operations. Key compliance issues
related to the division/brokerage operating relationship are as follows:

• Brokerage personnel must coordinate with division personnel to ensure they are
following all division procedures related to the receipt, distribution, storage,
inventory, etc. of controlled substances.

• All transaction records and reports for brokerage purchases, sales and other
dispositions of controlled substances must be included in the division's records. On

the distrack system this is accomplished through a month end records transfer from

the brokerage system to the division system. HP divisions maintain hard copy records

and adds ARCOS records through a manual process.

• Records for controlled substance transactions between brokerage and the division are
not required records since brokerage operates on the division's DEA registration.

These records must be deleted from the brokerage and division record keeping

systems.

07/14/2000 Maintenance of Records 4-4
FOIA Confidential

Treatment Requested By
Cardinal CAH SWE 019055

CONFIDENTIAL CAH_MDL_PRIORPROD_DEA07_01383918
P-0932000024



• Brokerage controlled substance inventory must be stored in the cage and vault, but is
maintained separately from the division's inventory and is identified as brokerage
inventory.

• Although brokerage inventory is maintained separately, it must be included in all
inventories conducted by the division.

• The division must be licensed, as required, in those states into which they distribute to
brokerage customers.

• The division must verify and maintain a copy of all brokerage customer DEA
registrations and state licenses.

A more detailed description of brokerage operations is contained in the Brokerage
Warehouse Operations Procedures Manual which should be available to you from
brokerage personnel located in your division.
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ORDER FORMS
(21 CFR 1305)

All transactions of Schedule I and 11 substances must be made on federal order forms -
DEA Form 222 (Exhibit O). Any exceptions to this requirement must be approved by
DEA on a case-by-case basis. Purchases from vendors and returns from customers are
executed on order forms issued by Cardinal Health. Sales to customers are executed on
order forms issued by the customer.

Obtaining and Executing Order Forms
Only persons registered to handle Schedule I and/or II substances may obtain order forms.
Order forms may be executed only on behalf of the registrant named on the order form
provided that the registrant currently is registered to handle the scheduled substances
ordered.

When blanks are received from the DEA, the order form numbers should be logged on the
DEA Narcotic Blank Log (Form #4), and kept in the vault for safekeeping, pending use.

Separate Records Requirement
DEA has taken the position that order forms are the primary record of Schedule H
transactions and, therefore, that the maintenance of order forms in a separate file satisfies
the requirement that records of Schedule H transactions be maintained separately.
Secondary records (e.g., invoices accompanying order forms) are not required to be
maintained separately.

Purchases and Returns of Schedule I and II substances 

Procedure for Executing Order Forms
(21 CFR 1305.06)

• The purchaser simultaneously prepares and executes order forms in triplicate by
means of interleaved carbon sheets which are part of the DEA Form 222. Order
forms are prepared by use of a typewriter, pen or indelible pencil. A wholesaler
may consider rejecting any Form 222 completed in pencil, indelible or not, as the
identification of indelible over regular lead is tenuous at best.

• Only one item is entered on each numbered line. There are 10 lines on each order
form. Some registrants still are using the old five-line order forms, which are valid.
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If one order form is insufficient to include all items in an order, additional forms
are used. The last line completed is noted on that form in the space provided. This
number should correspond to the number of lines used. For example, if two lines
are used on an order form to describe one item, the number of lines completed at
the bottom is two.

• An item consists of one or more commercial or bulk containers of the same finished
or bulk form and quantity of the same substance; a separate item is made for each
commercial or bulk container of different finished or bulk form, quantity or
substance. For each item, the form should show the name of the product ordered,
the finished or bulk form of the product (e.g., 10-mg. tablet, 10-mg. concentration
per fluid ounce or milliliter or U.S.P), the number of units or volume in each
commercial or bulk container (e.g., 10 kilograms), the number of commercial or
bulk containers ordered, and the name and quantity per unit of the controlled
substance or substances contained in the product if not in pure form. The catalogue
number of the product may be included at the discretion of the purchaser.

• The correct name and address of the supplier from whom the controlled substances
are being ordered is entered on the form. Only one supplier may be listed on any
one form.

• Each order form is signed and dated by a person authorized to sign a requisition for
order forms on behalf of the purchaser pursuant to 21CFR 1305.05(c). The name
of the purchaser, if different from the individual signing the order form, is inserted
in the signature space. Unexecuted order forms may be kept and may be executed
at a location other than the registered location printed on the form provided that all
unexecuted forms are delivered promptly to the registered location upon an
inspection of such location by any officer authorized to make inspection or to
enforce any federal, state or local law regarding controlled substances.

Centralized Purchasing of Schedule II Drugs

When the ordering of schedule II drugs and the processing of the DEA Forms 222 is
handled by Corporate Purchasing, the following steps are taken:
• Corporate Purchasing orders DEA Form 222's by contacting the appropriate DEA

office or the DEA Registration Unit in Washington, D.C., or by completing a 222
Requisition Form.

Note: All 222 Requisition Forms received by the divisions should be forwarded to
Corporate Purchasing.

• Order Form Books are received at the division.

• The division logs the order form numbers onto the DEA Narcotic Blank Log.
• Division retains adequate supply of order forms for emergency purchases and customer

return buybacks and forwards remainder to Corporate Purchasing, along with a copy of
the DEA Narcotic Blank Log.
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• Corporate Purchasing receives and stores order forms in a secure area. Corporate
Purchasing contacts division if numbers are out of sequence or an order form is
missing.

• Corporate Purchasing creates Schedule II purchase order and completes order form
according to DEA regulations (21 CFR 1305.06).

• Copy 1 (brown) and Copy 2 (green) copies of order form are mailed to the vendor;
Copy 3 (blue) is mailed to the division. Corporate Purchasing makes copy of the order
form for purchasing records.

Note: All three copies of voided order forms must be sent to the division.

• Corporate Purchasing adds order form numbers to purchase orders and transmits
purchase order file to the division.

• Division receives Copy 3 (blue) copy of order form ,and records appropriate
information onto DEA Narcotic Blank Log. Division contacts Corporate Purchasing
if numbers are out of sequence or an order form is missing.

Power of Attorney
(21 CFR 1305.07)

Any purchaser may authorize one or more individuals, whether or not located at the
registered location of the purchaser, to obtain and execute order forms on his/her behalf by
executing a Power of Attorney (Form #2) for each such individual. The Power Of
Attorney is signed by the same person who signed or was authorized to sign, the most
recent application for registration or re-registration and by the individual being authorized
to obtain and execute order forms. The power of attorney is filed with the executed order
forms of the purchaser, and retained for the same period as any order form bearing the
signature of the attorney. The power of attorney should be available for inspection together
with other order form records. Any power of attorney may be revoked at any time by
executing a Notice Of Revocation (Form #3), signed by the person who signed (or was
authorized to sign) the power of attorney or by a successor, or by whomever signed the
most recent application for registration or re-registration, and filing it with the power of
attorney being revoked.

Sales of Schedule I and II Substances

Procedure for Filling Order Forms
(21 CFR 1305.09)

• The purchaser submits copy 1 (brown) and copy 2 (green) of the order form to the
supplier and retains copy 3 (blue) in his/her own files.

Note: Order forms given by customers to contract drivers for eventual
delivery to the distribution center must be in a sealed envelope. The driver
should have no knowledge of the contents of the order form. Refer to DEA
Correspondence 07-18-96.
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• The supplier fills the order, if possible and if the supplier desires to do so, and
records on copies 1 (brown) and 2 (green)the number of commercial and bulk
containers furnished on each item and the date on which such containers are
shipped to the purchaser. If an order cannot be filled in its entirety, it may be filled
in part and the balance supplied by additional shipments within 60 days after its
execution by the purchaser, except as noted below.

• The controlled substances are shipped to the purchaser at the location printed by the
administration on the order form, except as noted below.

• The supplier retains copy l(brown) of the order form for his/her own files and
forwards copy 2 (green) to the special agent in charge of the DEA field office in the
area in which the supplier is located. Copy 2 (green) is forwarded at the close of
the month during which the order is filled; if an order is filled by partial shipments,
copy 2 (green) is forwarded at the close of the month during which the final
shipment is made or during which the 60-day validity period expires.

• The purchaser records on copy 3 (blue) of the order form the number of commercial
or bulk containers furnished on each item and the dates on which such containers
are received by the purchaser.

Note: Order forms submitted by registered procurement officers of the Armed
Services Medical Procurement Agency for delivery to armed services
establishments within the United States may be shipped to locations other than the
location printed on the order forms, and in partial shipments at different times not
to exceed six months from the date of the order, as designated by the procurement
officer when submitting the order.

Note: DEA Policy is that the wholesaler or a "direct proprietary agent " of the
wholesaler must have the order form in hand before the product is released. The
direct proprietary agent can be a sales representative, a depot supervisor or a
driver (not common or contract).

Substitutions
It is acceptable to substitute generic product for generic product, generic product for brand
name product, or brand name product for generic product provided that the products are
equivalent, the name and the NDC number of the actual product shipped are reflected on
the order form, and the purchaser agrees to the substitution. Refer to DEA
Correspondence 6/29/92.

Faxing Narcotic Order Forms
DEA, as a matter of policy, has stated that they will allow the faxing of order forms when
it involves a direct transmission from the customer to the wholesaler; however, the order
may not leave the distribution center until the original order form arrives at the distribution
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center or is in the possession of a direct proprietary agent of the wholesaler. DEA may
grant approval in emergency situations on a case-by-case basis for shipping the order
before receiving the order form.

The DEA is also not opposed to having order forms faxed from depots to the wholesaler
when the following conditions are met:
• The original order forms, when delivered to the depot, are in the possession of an

employee of the wholesaler who is familiar with order form regulations.
• The order forms and a DEA 222 Transmission Log (Form #5) are faxed to the

division and order form receipt is verified to the log.
• Narcotic orders are not released at the depot unless there is a corresponding order form.
• The regulatory requirements for the processing of DEA Form 222 are strictly adhered

to.
This procedure shall not be used unless the depot operation is supervised by a Cardinal
employee, the Cardinal employee. faxes the order forms, and the Cardinal employee
maintains possession of the original order forms until the order forms are exchanged for the
controlled substances.

DEA will not permit, under any circumstances, the faxing of order forms from contract
carrier crossdock locations by contract carrier employees. Refer to DEA Correspondence
07-18-96 and 08-28-96.

The faxing of 222s for customers serviced by contract carriers must be handled as follows:

FROM THE CROSSDOCK:

1. Contract delivery drivers deliver original 222s in sealed envelopes to contract carrier
crossdock supervisor.

2. Crossdock supervisor delivers sealed envelopes containing 222s to Cardinal crossdock
employee.

3. Cardinal crossdock employee removes 222s from envelopes and completes DEA222
Transmission Log (Form #5).

4. Cardinal employee faxes 222s to distribution center. This should be done using one
transmission and the DEA222 Transmission Log should be the last page of the

fax.

5. Fax is received in distribution center by Operations Manager or designee.

6. Operations Manager or designee verifies faxed 222s received with information on the
DEA 222 Transmission Log. Faxed copies of 222s are checked for legibility and
compliance and are processed according to DEA regulations.

a) If any discrepancies exist that would require 222s to be re-faxed, Operations
Manager or designee contacts Cardinal crossdock employee.
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7. Cardinal crossdock employee places original 222s in a sealed envelope for delivery to
the distribution center.

8. Operations Manager or designee delivers faxed 222s to the vault.

9. Vault clerk fills orders and files faxed 222s. Orders are held until original 222s arrive
at the distribution center and are compared to the orders.

FROM THE CUSTOMER:

1. Customer faxes 222 directly to the distribution center.

2. Operations Manager or designee checks 222 for legibility and compliance and
processes according to DEA regulations.

a) If any discrepancies exist that would require 222 to be re-faxed, Operations
Manager or designee contracts the customer.

3. Customer gives original 222 to contract delivery driver in a sealed envelope for
delivery to distribution center.

4. Operations Manager or designee delivers faxed 222 to the vault.

5. Vault clerk fills order and files faxed 222. The order is held until the original 222
arrives at the distribution center and is compared to the order.

Preservation of Order Forms
(21 CFR 1305.13)

• The purchaser retains copy 3 (blue) of each filled order form. The purchaser also
retains in his/her files all copies of each unaccepted or defective order form and any
statements attached to them.

• The supplier retains copy 1 (brown) of each order form that has been filled.

• Order forms must be maintained separately from all other records of inspection for two
years (as are all records of controlled substance transactions). If a purchaser has
several registered locations, copy 3 (blue) of the executed order forms and any attached
statements or other related documents (not including unexecuted order forms which
may be kept elsewhere pursuant to (21 CFR 1305.06 (d)) must be kept at the registered
location printed on the order form.

Note: State record keeping requirements may be more than two years and records
should be maintained accordingly.

Unaccepted and Defective Order Forms
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(21 CFR 1305.11)

Federal regulations applicable to the handling of such order forms are as follows:

• No Order Form shall be filled if it:

(1) Is not complete, legible, or properly prepared, executed, or endorsed; or

(2) Shows any alteration, erasure, or change of any description.

• If an Order Form cannot be filled for any reason under this section, the supplier shall
return Copies 1 (brown) and 2 (green) to the purchaser with a statement as to the reason
(e.g., illegible or altered). A supplier may for any reason refuse to accept the order; a
statement that the order is not accepted shall be sufficient for purposes of this
paragraph.

• When received by the purchaser, Copies 1 (brown) and 2 (green) of the Order Form
and the statement shall be attached to Copy 3 (blue) and retained in the files of the
purchaser in accordance with 21 CFR 1305.13. A defective Order Form may not be
corrected; it must be replaced by a new Order Form in order for the order to be filled.

• Any information which is pre-printed on the order form may not be altered in any way.

Pursuant to these regulations, order forms should be returned to the customer under the
following circumstances:

• The writing is illegible or it is otherwise impossible to identify a customer's
registration number, items specified or quantities, or there is improper execution or
endorsement.

• There are alterations, erasures, or changes resulting in questions regarding the
identity of the customer, customer's registration number, items or quantities.

• Signatures are omitted.

• Sixty days have elapsed from the date of execution by the purchaser.

• The last line completed is greater than the last line specified.

• The number of line items is greater than the total number of items specified.

Customer voids a line.

Federal order forms which identify the customer's registration number, items and
quantities, and which are properly signed but are incomplete or have minor errors may be
corrected to the following extent:

• The supplier's name, address, city, state, or zip code may be added when omitted by
the customer.

• The supplier's address, city, state or zip code may be corrected.

• The date of the order may be added when omitted. Whenever possible, the postal date
on the envelope should be used.

8/17/99 Order Forms 5-7

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019064

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01383927
P-0932000033



• It is permitted to add or change hydrochloride, sulfate, phosphate, ampules, tablets, etc.
if the customer's order is correct in all respects except that it is sp-ecified in error; for
example, specifies capsules and the product requested is properly designated and
supplied in tablets.

• A letter or digit in the National Drug Code designation may be corrected if the
controlled substance is described correctly, or the strength stated may be corrected if
the quantity of controlled substance is not increased in any way.

• Order forms may be accepted when the customer has sent all three copies of the form to
the supplier, but the customer's copy must be forwarded to him in advance of the
shipping product.

• Order forms received by the supplier without interleaf carbon may be accepted, but the
supplier must insert a replacement carbon between the forms before making any entries
on the form.

• If a form is received which lists a package amount which is unavailable, a lesser
amount may be shipped (e.g. order is for package size 100, if unavailable may ship
package size 50), or if a form is received which lists a package amount which is
unavailable, different package sizes not to exceed the original amount may be shipped
(e.g. ordered 1 x 1000, may ship 10 x 100).

• Lesser number of line items ordered than line items specified, if the supplier crosses
out the remaining lines before filling the form.

• Last line completed has been incorrectly noted. The order form should not be rejected
when it is clear that this is due to misinterpretation, rather than an attempt to facilitate
diversion.

A single item must be canceled for the following reasons, but the balance of the order may
be shipped:

• If the number of packages, size of package, or strength has been altered by the person
preparing the order form.

• If the item requested is discontinued or not listed, or is a non-controlled substance or is
a controlled substance other than a Schedule I or II controlled substance.

• Strength is dittoed on the order form rather than designated.

• Strength is omitted (except trademark items when National Drug Code numer is listed).

• Size of package incorrectly stated (quantity may be reduced).

• Size of package omitted.

• When a multiple item order is properly prepared and complete in all other respects but
a single item has a non-correctable defect, this item may be canceled in lieu of
returning the order form to the customer.

Refer to DEA Correspondences 6/29/92, 12/16/92, 7/28/94, and 9/14/95 for regulatory
interpretations.
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Cancellation and Voiding of Order Forms
(21 CFR 1305.15)

• A purchaser may cancel part or all of an order on an order form by notifying the
supplier in writing of such cancellation. The supplier indicates the cancellation on
copies 1 (brown) and 2 (green) of the order form by drawing a line through the
canceled items and printing "Canceled" in the space provided for number of items
shipped.

• A supplier may void part or all of an order form by notifying the purchaser in
writing of such voiding on an Order Form Rejection Notification (Form 46).
The supplier should keep a copy of the order form and the notification. The
supplier indicates the voiding in the manner prescribed for cancellation in
paragraph (a) of this section.

• No cancellation or voiding permitted by this section affects in any way contract
rights of either the purchaser of the supplier. .

Narcotic Order Form Review

The DEA has established specific criteria for the acceptance of Narcotic Order Forms. To
assure that the appropriate personnel receive continuous training with respect to these
regulatory requirements, the previous day's Narcotic Order Forms must be reviewed for
compliance with DEA regulations. Complete a Narcotic Order Review Form (Form #7)
for any order forms that were processed in violation of DEA regulations. Discuss
violations and the appropriate responsive action with personnel involved. File the Narcotic
Order Review Form with a copy of the corresponding DEA Form 222.

Procedure for Endorsing Order Forms
(21 CFR 1305.10)

• An order form made out to any supplier who cannot fill all or part of the order
within the time limitation set forth in 1305.09 may be endorsed'to another supplier
for filling. The endorsement is made only by the supplier to whom the order form
was first made, states (in the space provided on the reverse sides of copies 1
(brown)and 2 (green) of the order form) the name and address of the second
supplier, and is signed by the person authorized to obtain and execute order forms
on behalf of the first supplier. The first supplier may not fill any part of an order on
an endorsed form. The second supplier fills the order if possible and if the supplier
desires to do so, in accordance with 21 CFR 1305.09(b),(c) and (d) including
shipping all substances directly to the purchaser.

• Distribution made on endorsed forms is reported by the second supplier in the same
manner as all other distributions except that where the name of the supplier is
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requested on the reporting form, the second supplier records the name, address and
registration number of the first supplier.

Lost or Stolen Order Forms

(21 CFR 1305.12)

• If a purchaser ascertains that an unfilled order form has been lost, the purchaser
should execute another in triplicate and a statement containing the serial number
and date of the lost form, and stating that the goods ordered in the first order form
were not received through loss of that order form. Copy 3 (blue) of the second
order form and a copy of the statement are retained with copy 3 (bue) of the order
form first executed. A copy of the statement is attached to copies 1 (brown) and 2
(green) of the second order form sent to the supplier. If the first order form
subsequently is received by the supplier to whom it was directed, the supplier
marks it as "Not accepted" and returns copies 1 (brown) and 2 (green) to the
purchaser, who attaches it to copy 3 (blue) and the statement.

• Whenever any used or unused order forms are stolen or lost (besides in the course
of transmission) by any purchaser or supplier, immediately upon discovery of the
theft or loss, that person reports it to the local office of the Drug Enforcement
Administration stating the serial number of each form stolen or lost. If the theft or
loss includes any original order forms received from purchasers and the supplier is
unable to state the serial numbers of such order forms, the supplier should report
the date or approximate date of receipt and the names and addresses of the
purchasers. If an entire mailing envelope of order forms is lost or stolen, and the
purchaser is unable to state the serial numbers of the order forms it contained,
the purchaser should report, in lieu of the numbers of the forms contained in the
envelope, the date or approximate date the envelope was issued. If any unused
order form reported lost or stolen subsequently is recovered or found, the
Registration Unit should be notified immediately.

Return of Unused Order Forms

(21 CFR 1305.14)

If the registration of any purchaser terminates (because the purchaser dies, ceases legal
existence, discontinues business or professional practice, or changes the name or address
shown on the registration), or is suspended or revoked (pursuant to 21 CFR 1301.45 or
1301.46 of this chapter), the purchaser (or his/her executor) should return all unused order
forms for controlled substances listed in Schedules I and II for which the purchaser is
registered to the nearest DEA office.

8/17/99 Order Forms

FOIA Confidential
Treatment Requested By

Cardinal

5-10

CAH SWE 019067

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01383930
P-0932000036



WilsonJones ?.vd Helerence Index System

FOIA Confidential
Treatment Requested By

Cardinal

C 1991 Wdsnn .Innns 1-panv

CAH SWE 019068

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01383931
P-0932000037



METHAMPHETAMINE CONTROL ACT
RECORDKEEPING AND REPORTING
REQUIREMENTS (21 CFR 1310)

Pursuant to the Domestic Chemical Diversion and Control Act, DEA has regulated both
RX and OTC single-entity ephedrine products since 1994. The Methamphetamine Control
Act of 1996 extends these regulations and DEA control to the distribution of OTC
combination ephedrine, pseudoephdrine and phenylpropanolamine products. A list of
these products covered by the regulations is included as Appendix E.

The requirements which became effective October 3, 1997 are not the same as those for
controlled substances. These products will not be scheduled, will not have to be kept .in
secure storage, and complete inventory accounting and ARCOS reporting requirements do
not apply.

The MCA regulatory scheme, described in 21 CFR, Part 1310, has four basic components:
registration; keeping records of ephedrine, pseudoephedrine and phenylpropanolamine
transactions; reporting any unusual losses or excessive purchases to DEA, and taking steps
to be sure the purchaser is legitimate.

Registration

Distributors who handle covered products are required to register as a chemical distributor
with DEA, however DEA has exempted anyone with a valid DEA controlled substance
registration from having to obtain the additional registration.

Your customers should have either a DEA controlled substance registration or a chemical
registration.

Please note that there is a pseudoephedrine and phenylpropanolamine registration
exemption for customers who meet the definition of a "retail distributor." Retail
distributor is defined as a grocery store, drug store or other entity or person whose
activities as a distributor of legal drug products containing listed chemicals are limited
almost exclusively to sales for personal use (approximately 1200 dosage units), both in
number and volume of sales, either directly to walk-in customers or in face to face
transactions by direct sale.

The exemption process should be-handled on a case by case basis. Customers not currently
registered with DEA who believe they qualify for the exemption should be requested to
provide written documentation to this effect. Once the documentation is received, the
customer can be set up to purchase these items.
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Note: A review of Cardinal's customer database has indicated that the vast
majority of customers currently possess a valid DEA registration. Additionally,
customers who do not possess such a registration are of a class that would not
typically purchase these products.

Records

You must maintain readily retrievable records of each ephedrine, pseudoephedrine or
phenylpropanolamine product transaction for 2 years. Normal business records shall be
considered adequate, as long as they contain:

• the name and address of each party to the transaction
• the date of the transaction
• the name, quantity, and form of packaging of the ephedrine or pseudoephedrine

product
• the method of transfer
• the type of identification used by the purchaser.

Reports

You must report to your local DEA office:
• Any unusual ephedrine, pseudoephedrine or phenylpropanolamine transaction --

extraordinary quantity, uncommon method of payment or delivery, or any other
suspicious circumstances

• Any unusual or excessive loss of ephedrine, pseudoephedrine or
phenylpropanolamine product. Pay particular attention to variances discovered
during semi-annual inventories

• Any proposed transaction with a person DEA has requested in writing that you
monitor (report before completing the sale).

Note: a transaction may not be completed with a person identified by DEA unless
approved by DEA. Steps should betaken to prohibit sales to these persons.

Reports are to be made orally, whenever possible, to the local DEA office at the earliest
opportunity and as much in advance of the sale as possible. A written report must then be
filed within fifteen days of becoming aware of the above circumstances. Written reports
must contain the same information as the required records, plus the telephone number of
the other party, if possible, and a description of the circumstances leading you to make the
report. Written reports should be made on the MCA Transaction Report (Form #8).

Identifying the Customer

The regulations require the wholesaler to "identify the other party" to the transaction. In
general, an ongoing agreement with your customer, an account that you had for some time,
and other such business relationships indicating you know your customer, should establish
the kind of verification DEA is looking for. Credit applications and Dun and Bradstreet
reports should be sufficient.
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Compliance Guidelines

a Verify that your customers are registered to purchase these products or are exempt from
the registration requirement.

• Maintain required records (normal business records are sufficient if they contain the
required information).

Generate and review monthly the MCA dosage limit report (Exhibit R). Submit these
reports to DEA.

• Report to DEA any unusual or excessive loss or disappearance of any ephedrine,
pseudoephedrine or phenylpropanolamine product. Pay particular attention to
variances discovered during semi-annual inventories.

• Maintain a file consisting of any reports submitted to the DEA and the monthly
Excessive Purchase Report.

Other Regulated Products

The requirements for ephedrine, pseudoephedrine and phenylpropanotamine also apply to
other chemical products which wholesalers do not usually stock or stock and distribute in
limited quantities. The recordkeeping and reporting requirements for these items, which
are listed below, only apply when threshold limits set by the regulations are exceeded. A
past review of sales history for the items that are stocked in certain Cardinal Distribution
Centers indicated that typical distribution quantities do not come close to meeting. these
limits. However, division management should be aware of all regulated products in the
event that DEA addresses this issue during an audit.

List I Chemicals:

Chemical Threshold by base weight
I Anthranilic acid and its salts 30 kilograms
2 Benzyl cyanide 1 kilogram 1

3 Ergonovine and its salts 10 grams

4 Ergotamine and its salts 20 grams

5 N-Acetylanthranilic acid and its salts 40 kilograms
6 Piperidine and its salts 500 grams

7 3.4-Methylenedioxyphenyl-2-propanone 4 kilograms

8 Methylamine and its salts I kilogram

9 Ethylamine and its salts l kilognun

10 Prepionic anhydride t gram

1 1 Isosafrole 4 kilograms

12 Safrole 4 kilograms

13 Piperonal 4 kilograms
14 Hydriotic acid (57%) 1.7 kilograms (or 1 liter by volume).
15 Benzaldehyde 4 kilograms
16 Nitroethane 2.5 kilogram
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List II Chemicals:

Imports and Exports

Chemical Threshold by volume Threshold by weight
(A) Acetic anhydride 250 gallons 1,023 kilograms
(B) Acetone 500 gallons 1,500 kilograms
(C) Benzyl chloride NA 4 kilograms
(D) Ethyl ether 500 gallons 1,364 kilograms
(E) Potassium permanganate N/A 500 kilograms
(F) 2-Butanone (MEK) 500 gallons 1,455 kilograms
(G) Toluene 500 gallons 1,591 kilograms

Domestic Sales

Chemical Threshold by volume Threshold by weight
(A) Acetic anhydride 250 gallons 1,023 kilograms
(B) Acetone 50 gallons 150 kilograms
(C) Bcnzyl chloride N/A I kilograms
(D) Ethyl ether 50 gallons 135.8 kilograms
(E) Potassium permanganate N/A 55 kilograms
(F) 2-Butanone (MEK) 50 gallons 145 kilograms
(G) Toluene 50 gallons 159 kilograms

Note: The cumulative threshold is not applicable to domestic sales of Acetone, 2-
Butanone (MEK), and Toluene.

Chemical Threshold by volume Threshold by weight
(A) Hydrochloric acid 50 gallons

(I) Anydrous hydrochloric acid 27 kilograms
(B) Sulfuric acid 50 gallons ............. I....
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REQUIRED REPORTS TO DEA

Wholesalers are required to report regularly to DEA's ARCOS Unit all receipts and disposals of
all Schedule I and II drugs and Schedule III narcotics. In addition, wholesalers are required to
submit other reports to DEA under certain circumstances (e.g., drug thefts, drug destructions and
suspicious orders).

ARCOS Reports

(21 CFR 1304.33)

Every wholesaler who handles controlled substances in Schedule I and II and/or narcotics in
Schedule III must report to the ARCOS Unit, as follows:

When

Annual Inventory To be taken on December 31

Initial Inventory

Transaction Reporting

To be taken on the effective date that a
substance becomes reportable

Quarterly, or, with DEA permission,
monthly

All reports are required to be submitted within 15 days after the end of the report period by
certified or registered mail, return receipt requested.

• ARCOS reports sent via commercial carrier such as Federal Express (FedEY), United Parcel
Service (UPS) should be sent to:

DEA Headquarters
Attn: ARCOS Unit
2401 Jefferson-Davis Highway
Alexandria, VA 22301

• ARCOS reports sent via the U.S. Postal Service must use the following address:

Drug Enforcement Administration
ARCOS Unit
P.O. Box 27273
Washington, D.C. 20038-7273

04/05/2000
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Refer to The ARCOS Reporting Manual (Appendix A) for additional information.

Optional ARCOS Reporting Modes
Registrants using punched card accounting machines or electronic data processing equipment
should submit either card decks or magnetic tapes. Registrants without automated systems must
use the Manual ARCOS OCR Form - DEA Form 333 - (Form #9).

Reporting ARCOS Data from Another Location
For authorization to report ARCOS data from other than a registered location, a central reporting
identified must be obtained from the ARCOS unit at the above address.

DEA Order Forms

(21 CFR 1305.09 (d))
Copy 2 (green) of the order form shall be sent to the local DEA office at the close of the month
during which the order was filled. If the order is filled by partial shipments, Copy 2 (green) shall
be forwarded at the close of the month during which the final shipment is made or during which
the 60-day validity period expires.

Drug Thefts/Losses
(21 CFR 1301.74(c))

The registrant notifies the DEA field office in that area of any theft or significant loss upon
discovery of such theft or loss on Report of Theft or Loss of Controlled Substances -DEA
Form 106- (Form #10). Reports must be submitted within seven (7) days of the incident.
Reporting in-transit losses is the supplier's responsibility. Reporting responsibility for shipments
for which you have a signed receipt lies with the customer.

The reporting of inventory variances on DEA form 106 must be carefully evaluated. The most
recent DEA policy addressing this issue reads as follows: "DEA regulations require a registrant
to maintain inventory records to track the flow of controlled substances but do not require the
maintenance of perpetual inventories. If a firm elects to regularly track inventory balances and
notes a theoretical discrepancy, the firm should make every effort to resolve it within a timely
manner. If it is determined that an actual discrepancy is the result of a theft or significant loss of
controlled drug product, then the nearest DEA field office must be notified immediately upon
discovery and the theft or loss must be reported on a DEA Form 106." Variances which are the
result of record keeping or order filling errors need not be reported.

Any ARCOS reportable items filed on DEA Form 106 should also be submitted to ARCOS.

Note: Some state agencies require copies of all DEA Forms 106 filed with DEA.
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Drug Destructions

(21 CFR 1307.21)

If a wholesaler wants to destroy certain controlled substances (e.g., damaged goods, returns,
etc.), the wholesaler should notify the DEA special agent in charge on Registrant Inventory of
Drugs Surrendered - DEA Form 41 - (Form #11) in triplicate. The special agent in charge
will inform the wholesaler how the drug destruction will be handled. Where the wholesaler
regularly disposes of controlled substances, the DEA special agent in charge can, upon request,
authorize dispositions without prior approval provided that these dispositions are recorded fully
and meet all conditions established by the special agent in charge. Destructions of reportable
items must be submitted to ARCOS on ARCOS OCR Form 333.

Note: It is DEA's policy that if a state agency having jurisdiction over wholesalers has
adopted disposal procedures for controlled substances, the wholesaler may follow these
procedures in lieu of DEA requirements.

Cardinal has a contract with Reverse Management Systems to handle our destruction of
unsaleable merchandise_ The product is sold to Reverse Management Systems who in turn
destroys it and files DEA Form 41. Refer to DEA Correspondence 8/12/94 for additional
information.

DEA Form 41 should also be used for documenting a liquid controlled substance loss when the
container accidentally breaks. Any loss of an ARCOS reportable item must also be reported to
ARCOS. The pieces of the broken bottle do not need to be retained as evidence of the accident.
Refer to DEA correspondence 11/17/97.

Suspicious Orders
(21 CFR 1301.74(b))

Wholesalers are responsible for designing and operating a system that will disclose to the
wholesaler suspicious orders. The wholesaler informs the DEA field office in that area of all
suspicious orders. Suspicious orders include orders of unusual size, orders deviating from a
normal pattern and orders of unusual frequency. DEA has no specific form for this.

Establishing Suspicious Order Criteria
Wholesalers should establish written criteria of what constitutes a suspicious order. DEA leaves
it to the wholesaler to make this determination. The key for the wholesaler is to establish
reasonable criteria based upon customer purchasing patterns and then to adhere to them in
monitoring orders. Either a computerized or a manual system can be utilized depending upon the
wholesaler's preference and capability.

04/05/2000
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Complying with 21 CFR 1301.74 (b) is a two-step process. First, each Cardinal Divisionsubmits to DEA on a monthly basis an Ingredient Limit Report (Exhibit M). This report is basedon a computer program which monitors customer controlled substance purchases for a month andcompares these purchases to predetermined averages or limits and if a customer's purchasequantities exceed the established parameters, the customer's activity is printed on the report.

Second, on a daily basis cage and vault personnel should be policing and identifying individualorders that appear excessive in relation to what other customers are buying and/or the customer'spurchase history. In these situations, DEA should be notified, if possible, before the order isshipped and a copy of all such orders should be maintained in the division's suspicious order filealong with a Regulatory Agency Contact Form (Form #1) noting any specific instructions from
DEA.

In an effort to assist cage and vault personnel in identifying these orders, we have developed
Dosage Limit Charts (Exhibit P). The products included on these charts are those commonly
audited by DEA during their inspections of our facilities.and those which have a high potential
for diversion. The dosage limits were set by calculating average sales quantities for Knoxville's
retail customers and Boston's hospital customer and multiplying by 3 for ARCOS reportable
items and 5 for non-ARCOS items.

These charts should be posted in your cage and vault and the hospital and retail dosage limit
quantities for particular items should be posted at the product locations.
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INTRODUCTION

Security is defined as the elements necessary to deter burglary or theft of controlled
substances at a level of effectiveness that equals or exceeds federal regulations applicable
to wholesaling. The elements include:

• Physical structures and barriers such as safes, vaults, cages, barricades, grilles,
gates, fencing, locks and lighting;

• Electronic systems including burglary detection sensors and controls, emergency
(holdup) signal devices, closed-circuit TV surveillance and recording equipment,
access control systems, and communications devices; and

• Practices and procedures applicable to the installation, maintenance, inspection,
testing and supervision of interrelated security devices and systems.

This section of the manual is provided to educate employees about DEA security
requirements and to assist Division Management in evaluating compliance with these
requirements.

In evaluating the overall effectiveness of a wholesaler's security against theft and
diversion, DEA may consider, in addition to those security requirements previously
discussed, any of the following factors:

• The type of activity conducted (e.g., processing of bulk chemicals, preparing
dosage forms, packaging, labeling, cooperative buying, etc.);

• The type and form of controlled substances handled (e.g., bulk liquids or dosage
units, usable powders or nonusable powders);

• The quantity of controlled substances handled;
• The location of the premises and the relationship such location bears on security

needs;
• The type of building construction comprising the facility and the general

characteristics of the building or buildings;
• The type of vault, safe, and secure enclosures or other storage system (e.g.,

automatic storage and retrieval system) used;
• The type of closures on vaults, safes, and secure enclosures;
• The adequacy of key control systems and/or combination lock control systems;
• The adequacy of electric detection and alarm systems, if any including use of

supervised transmittal lines and standby power sources;
• The extent of unsupervised public access to the facility, including the presence and

characteristics of perimeter fencing, if any;
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• The adequacy of supervision over employees having access to manufacturing and
storage areas;

• The procedures for handling business guests, visitors, maintenance personnel, and
nonemployee service personnel;

• The availability of local police protection or of the registrant's or applicant's
security personnel, and;

• The adequacy of the registrant's or applicant's system for monitoring the receipt,
manufacture, distribution, and disposition of controlled substances in its operations.

11/27/95
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PHYSICAL SECURITY - GENERAL WAREHOUSE

Management must insure that appropriate physical security measures are taken against the
loss of company property and assets. The standards set forth in this section will assist in
insuring reasonable protection of the company's assets.

Security of Design and Layout

In all cases of security planning, either for new construction or updating of current
facilities, assistance should be requested from the Corporate Compliance Department.

It is suggested that management implement basic physical security designs from a Security
In-Depth Approach.

In considering the design of a facility, use of all available resources in an efficient manner
should be taken into consideration in order to achieve adequate protection for the facility.
Emphasis should be placed on the operational requirement of the facility to determine the
type and extent of physical security needed.

Protecting a drug warehouse in this day and age is a difficult task. Some of the factors to
be taken into consideration when setting up an in-depth security protection system are:

• The exact function to be performed at that location
• The environment - political - economic - legal - terrain
• The vulnerability
• The area (geographic, neighborhood)
• The cost involved
• The possible future changes in the operation

The degree of protection should be predicated on what affect the loss would have on the
operation and the relevant importance of the operation to the total business. Additionally,
consideration should be given to the degree of susceptibility the operation has to outside
threats. These threats are acts or conditions that may result in:

• Disruption of the facility
• Damage, loss or destruction of property
• Personal injury or loss of life
• Compromise of critical information

Threat severity depends on such variables as:

Type of facility
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• Function performed (distribution of drugs)
• Physical layout and construction
• Geographical location
• Stability of location
• Existing state of law and order
• Protection measures already in affect, if any

Perimeter Barriers

Perimeter barriers may be used to define the physical limits of a facility. They are used
generally to restrict, channel or impede access. In addition, they offer two important
benefits; create a psychological consideration and have a direct impact on the number of
security posts that may be needed. The two major categories of barriers are natural and
structural. the one most commonly used is fencing. When practical to do so, all facilities
should be fenced. This action will provide a first line of defense against the criminal
element.

• Fencing should be of the No. 9 gauge or heavier fabric. The mesh openings should not
be larger than two inches. To prevent individuals from going under the fence, a cement
apron not less than six inches thick can be installed under the fence. The top of the
fence should contain an anti-climb overhang or barbed wire, installed at a 45 degree
angle outward, consisting of three strands of barbed wire. In some instances, it may be
desirable to employ an additional strand of razor ribbon whicb is interwoven between
the strands of the barbed wire on the top of the fence.

• Gates, entrances and other openings in a perimeter barrier should be limited to the
number necessary for efficient and safe operation of the distribution center.

• All fence lines should be cleared areas and be free from obstruction. The area should
be cleared of weeds, rubbish, or other material capable of offering cover or assistance
to an intruder attempting to climb, cut through, or tunnel under.

• Exterior doors may be an inviting entrance for an intruder because of convenience. The
vulnerable points at the door are the frame, hinges, door panels and the lock.

• Doors should be installed so that the hinges are located on the inside. If this is not
possible, the hinges should be installed so as to prevent their removal and the exterior
pins should not be removable. The hinges that are on the exterior of the doors should
be welded, brazed, or otherwise secured.

• Doors should be of metal or solid wood construction.

• Glass exterior doors should be equipped with decorative metal bars or be of the type of
glass which resists breakage.

• Rolling overhead doors not controlled or locked by electric power should be protected
by slide bolts on the bottom bar on the inside and padlocked when not in use.
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• Doors which lead from the warehouse area of the distribution center to the outside
should be equipped with a deadbolt lock with at least a one-inch (1') throw. These
deadbolt locks should be protected by a case-hardened steel sleeve. This sleeve should
cover the deadbolt throw and any other locking mechanism (e.g. electronic strike) on
the door.

• Doors which lead from the warehouse area of the distribution center to the outside
should be equipped with a wide-angle peep-hole. This mechanism will give employees
a view of anyone requesting entry into the distribution center from the outside. If there
is any doubt about the person's identity, then that person should be informed to report
to the front door of the distribution center.

• Employees at the distribution center should not be allowed to park within fifty feet
(50') of either the shipping door(s) or the receiving dock. When parking is limited at
the distribution center, then it should be a standard rule that employees that work in
these areas do not park near their respective work areas.

• There should be absolutely no markings on the distribution center identifying it as a
drug warehouse. This includes signs over both the shipping and receiving doors or
decals associated with drug associations attached to the glass on the distribution center.

• Utility boxes which are located on the exterior of the distribution center should be
equipped with a padlock If the utility company requests it, they should be issued a key
to this box.

• For distribution centers which warrant it, closed circuit television should be installed
on the exterior of the distribution center. The monitors for these cameras should be
placed in strategic locations throughout the distribution center. The Corporate
Compliance Department should be contacted prior to application of closed circuit
television cameras.

• Shrubbery, trees and bushes should be trimmed down so that they are not above
window level at the distribution center. Any exterior design, such as brickwork,
latticework, or an exterior ladder should be removed from the exterior of the
distribution center. These elements provide direct access to the roof of the building.

Protective Lighting

This safeguard has considerable value as a deterrent to thieves and vandals. or any
unauthorized entry. It is an essential element of an In-Depth Security Program.
Requirements for protective lighting at facilities will depend on the situation and the areas
to be protected.

Each situation requires careful study in order to provide the best visibility that is practical
for such security functions as prevention of illegal entry, detection of intruders, inspection
of vehicles, and illumination for distribution center employees exiting at night.
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Plan protective lighting to assure adequate illumination to discourage or detect attempts
to penetrate an area, and reveal the presence of unauthorized persons within the area.

• Light sources should be located to insure that illumination is directed toward probable
courses of intruders.

• Shadowed areas caused by structures near or adjacent to vital areas should be
illuminated.

• Design should provide for overlapping light distribution.

• Exterior areas which should receive consideration are fenced perimeters, gate access
areas, entrances to the distribution center, and any outside storage areas.

• Emergency power should be included for critical lighting; controls and switches should
be locked.

• Lighting in unattended areas can be controlled by time clocks or light sensor
equipment.

• The lighting at the distribution center should be checked by a member of the
management staff at the distribution center on a routine, periodic basis. Lighting which
is not operating properly or is out completely should be repaired immediately.

Locks and Key Control

Locks are the most generally utilized security device. The lock is most commonly used in
protecting installations and activities, personnel, classified information, and company
property. It should be noted that regardless of their quality or cost, locks should be
considered delay devices only and not positive bars to entry. Locks, therefore, must be
supplemented, where appropriate, with other security and protection devices and combined
into the Security In-Depth Approach.

• The distribution center should have a Lock and Key-Control System. It should be a
standard practice at the distribution center that the exterior door locks, along with the
cage day-gate, vault day-gate, and the combination to the vault be changed on an
annual basis, or when an employee having access to the keys to these locks and/or the
combination to the vault leaves .the company's employ or is transferred to a new
location.

• The key to the front door of the distribution center should Dever be the same as the key
to the warehouse. The cleaning crew, alarm company, and the police department
should 1141 have a key to the distribution center.

• A Key Log (Form #12) should be maintained or a Key Receipt (Form #13) should be
issued for each key distributed at the distribution center. A copy of the key receipt
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goes to 1) the employee; 2) the distribution center manager, and 3) a copy is placed in
the employee's personnel file. If an employee is entrusted with a passcard, then that
number should also be placed on the key receipt form. Additional Key Receipt forms
may be obtained from the Corporate Compliance Department.

• Spare keys to the distribution center, cage, or the combination to the vault should be
kept in a secured location at the distribution center. These keys should be kept on the
person of the employee entrusted with their care, or they should be kept on a locked
desk drawer or small locked cabinet.

• A spare key to the vault should be secured inside the vault in an inconspicuous
location. This key should be utilized in case distribution center employees are placed
in the vault during the course of a crime.

• Padlocks which are utilized at the distribution center should always be left in the
locked position when not in use. The serial numbers on these padlocks should be
removed.
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STRUCTURAL SECURITY

Schedule H Controlled Substances
(21 CFR 1301.72)

Schedule II controlled substances are stored in a vault, the physical structure of which
meets the following specifications or equivalent:

If grandfathered (a vault constructed before, or under construction on, September 1, 1971):
substantial construction with a steel door and a combination or key lock.

A vault constructed after September 1, 1971: walls, floor and ceiling constructed of at least
eight inches of reinforced concrete or other substantial masonry, reinforced vertically and
horizontally with one half inch steel rods tied six inches on center, or the structural
equivalent to such reinforced walls, floors and ceilings.

The door and frame unit of the vault (GSA approved, Class V) conforms to the following
specifications, or the equivalent:

. 30 man minutes against surreptitious entry;
• 10 man minutes against forced entry;
• 20 man hours against lock manipulation; and
• 20 man hours against radiological techniques.

Refer to DEA Correspondence 2114/94 for a change in the specifications for the GSA
Class V vault door.

DEA will also approve, on a case by case basis, UL listed Class M modular vaults for the
storage of Schedule II controlled substances.

If operations require the vault to remain open for frequent access, then it must be equipped
with a ̀ day gate' that is self-closing and self-locking or the equivalent. If the operation
requires only that the vault be opened infrequently, such as to remove material in the
morning and return material at night, and is always relocked immediately after use, a ̀ day
gate' is not required.

Schedule III, IV, and V Controlled Substance Storage

DEA regulations (21 CFR 1301.72(b)) provide that Schedule III through V controlled
substances must be secured as follows:

• In a cage located within the building on the premises meeting the specifications in
1301.72(b)(4)(ii-iv) and Section 1301.72 (b)(3)(ii)(a)(b), which read as follows:
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21 CFR 1031.72(b)(4):

• A cage, located within a building on the premises, meeting the following
specifications:

• Having walls constructed of not less than No. 10 gauge steel fabric mounted on
steel posts, which posts are:

(a) At least one inch in diameter;

(b) Set in concrete or installed with lag bolts that are pinned or brazed; and
(c) Which are placed no more than 10 feet apart with horizontal one and one half

inch reinforcements every sixty inches;

• Having a mesh construction with openings of not more than two and one half
inches across the square.

• Having a ceiling constructed of the same material, or in the alternative, a cage shall
be erected which reaches and is securely attached to the structural ceiling of the
building. A lighter gauge mesh may be used for the ceilings of large enclosed areas
if walls are at least 14 feet in height.

• Is equipped with a door constructed of No. 10 gauge steel fabric on a metal door
frame in a metal door flange, and in all other respects conforms to all the
requirements of 21 CFR 1301.72(b) (3)(ii)."

21 CFR 1301.72(b)(3):

• Is equipped with self-closing, self-locking doors constructed of substantial material
commensurate with the type of building construction, provided, however, a door
which is kept closed and locked at all times when not in use and when in use is kept
under direct observation of a responsible employee or agent of the registrant is
permitted in lieu of a self-closing, self-locking door. Doors may be sliding or
hinged. Regarding hinged doors, where hinges are mounted on the outside, such
hinges shall be sealed, welded or otherwise constructed to inhibit removal.
Locking devices for such doors shall be either of the multiple-position combination
or key lock type and:

(a) In the case of key locks, shall require key control which limits access to a
limited number of employees, or;

(b) In the case of combination locks, the combination shall be limited to a
minimum number of employees and can be changed upon termination of employment
of an employee having knowledge of the combination

• The controlled substance section also provides:
The track holding sliding 10-gauge steel gates in place is adjusted to meet self-
closing requirements and the track is "trapped" to prevent the gate from being lifted
out of the track surreptitiously.

Alternate: Where swinging cage doors are installed, hinges are properly secured.

Note: Schedule III through V controlled substances may be stored with Schedule H
controlled substances under security measures previously described for Schedule 11
controlled substances.
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Non-controlled substances and other materials may be stored with Schedule IIIthrough V controlled substances in any of the secure storage areas required by 21
CFR 1301.72(b) provided that permission for such storage of noncontrolled items is
obtained in advance in writing from the Special Agent in Charge of DEA for the area
in which storage area is situated. Any such permission tendered must be upon the
Special Agent's written determination that such non-segregated storage does not
diminish security effectiveness for Schedule III through V controlled substances. This
authorization should be posted, in plain sight, in the secured area. An additional copy
of the authorization letter should be retained by division management.

Company Vehicles

Vehicles used for the delivery and pickup of controlled substances are equipped with
proper vehicle locks including, when appropriate, padlocks for cargo doors.
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ALARM SYSTEMS

The alarm system at the distribution center should be one which provides telephone line
security. Of the phone lines leading into the distribution center are compromised or cut,
then this action should result in an immediate alarm at the distribution center. The police
should then be notified immediately.

Any opening more than ninety-six square inches on the exterior of the distribution center
should be added to the alarm system. These openings include air vents, roof hatches,
skylights, etc.

The alarm equipment surrounding the cage and vault should be walk-tested at least once a
month. Any equipment failures should be corrected immediately. The Monthly Alarm
Walk Test Report (Form #14) should be completed and filed or distributed accordingly.

Schedule II Controlled Substances

The vault at the distribution center should be on a separate alarm system. This should be a stand-
alone system with the following minimum security requirements:

The walls or perimeter of the vault are equipped with an alarm that includes standby power
sources. When unauthorized entry is attempted, the alarm transmits a signal over a
supervised alarm transmission circuit directly to a central station protection company; a
local or state police agency that has a legal duty to respond; a 24-hour control station
operated by the registrant; or such other protection as the administrator may approve.

The door of the vault is equipped with contact switches, and the vault has one of the
following:

Complete electrical lacing of the walls, floors and ceilings; sensitive ultrasonic, microwave
or passive infrared equipment within the vault; a sensitive sound accumulator system; or
such other device designed to detect illegal entry as may be approved by the administrator.

Additional motion detectors should be positioned directly outside and along the approach
to the vault. These motion detectors should be able to pick up anyone approaching the
vault when the alarm is set.

If necessary, due to local conditions or other problems, hold-up buttons shall be placed at
strategic points of entry to the perimeter area of the vault.
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Schedule III, IV, and V Controlled Substances

DEA regulations applicable to the security of Schedule III through V controlled substances
state that the cage shall be equipped with an alarm system which upon unauthorized entry
shall transmit a signal directly to a central station protection agency or a local or state
police agency each having a legal duty to respond, or to a 24-hour control station operated
by the registrant, or to such other source of protection as the Administration may approve.

A cage is protected by motion sensing devices that are positioned or mounted outside
(around) and over the cage to detect an intruder prior to an attempt to enter the cage area.

The cage door(s) is equipped with an alarm contact switch.

Alarm Related Security Procedures

The cage and vault alarm system is tested at least annually by the alarm contractors. At
that time, the alarm contractor is required to perform a complete on-site inspection, test
and adjustment of the entire alarm system and to replace any components, sensors or
wiring that are defective. The alarm contractor confirms, in writing, the results of this
inspection, certifying that the system at the time continues to meet the contractual
obligations between the company and the alarm contractor and any applicable UL
certification standards.

Division management conducts monthly tests of the vault door alarm contact switch as
well as any motion sensing or capacitance devices used in conjunction with vault
protection. A log is maintained showing the dates of the tests performed, any defects, the
date the alarm company was advised of the defect, and the date the problem was corrected.

Such records are maintained on file for 24 months for review by any DEA agent.

Instructions to the alarm company provide that in response to alarm signals, trouble

signals, loss of line security or open telephone circuits, the alarm company will promptly

respond to the facility, contact the police, if required, and notify division management as

designated on a letter of instruction provided by the wholesaler.

Upon notification by the alarm company of the receipt of a signal condition described

above, the designated supervisor identifies the caller, confirms that alarm company guards

have been dispatched and the police notified, and then proceeds to the premises.

Note: Return call verification to the alarm company should be made any time Cardinal

personnel are requested to appear at the premises.

On arrival, the supervisor verifies the presence of the police and/or the alarm company

personnel at the site or if such is not the case, continues in his/her vehicle to a safe

telephone location where the supervisor calls the police and/or the alarm company to

arrange for their coincidental arrival at the premises. In some instances, it may be

necessary for the supervisor to proceed to the police station in the vicinity to request a safe

escort to the site.
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If only alarm company personnel are present at the supervisor's time of arrival, their
identity should be visually confirmed and a request made for the guard to radio his/her
Office to recall the police. The supervisor and the alarm company should remain outside
the premises until the police arrive.

The supervisor should then unlock the entrance door, turn on designated lighting, admit the
police and the alarm company personnel, relock the entry door, and then remain in the
safest possible area until the police and the alarm company guards have completed their
search of the premises.

When entering the premises area, the company supervisor or the alarm company guard
should open alarm system protected areas that must be entered in order to search the
premises and arrive at the controlled substances vault.

When a search is completed and it has been determined that there is no forced entry or
other emergency condition, the company supervisor assists the alarm company guard in
resetting the alarms that have been activated and turns off the lights. Both depart the
premises through the point of entry in the company of the police and return to their
respective stations. An Incident Report (Form 415) must be completed and sent to the
Corporate Compliance Department.

If it is determined that an actual burglary attack has taken place, the police officers radio
or telephone for additional officers and other assistance.

Additionally, the interior and exterior areas are searched thoroughly for hidden or fleeing
intruders; damage, if any, to the vault is repaired; the alarm system is restored and reset;
and appropriate surveillance is established to detect any hidden or returning criminal
activity. In the event that the burglary is discovered in the absence of police at the scene,
the supervisor immediately contacts them to report the crime and request their prompt
assistance. In addition, the local DEA office is promptly notified and DEA Form 106 is
prepared and filed in accordance with DEA regulations. An Incident Report (Form #15)
must be completed and sent to the Corporate Compliance Department.

Note: Many states require that a report be submitted to the board of pharmacy or other
agencies with enforcement jurisdictions.

If the controlled substance vault has been physically penetrated or forced open, the
supervisor must remain at the premises in charge of the scene until the structure or door
is restored to normal or the warehouse reopens on the next business day. This is required
despite the restoration of the alarm system since a vulnerability to a hit-and-run burglary
would exist until the "physical security" has been restored.

If, for any reason, the alarm system cannot be restored to full normal operation, the
supervisor must see to it that the following steps are taken:

• The supervisor remains at the scene and requests assistance, if necessary, from
other company supervisors;

• The alarm company guard or service personnel responding to the alarm are
requested to stay at the premises until the alarm system has been repaired and
restored; and

• If the alarm system still cannot be restored, then the supervisor secures the services
of alarm company guards, off-duty police officers, contract security guards or other
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appropriate security forces to maintain watch on the premises until security against
burglary or robbery can be fully restored.

Note: Under such circumstances, there is a vulnerability relating to the safety
of the supervisor and others who may remain on duty at the premises.
Precautions that should be taken include locking all perimeter doors and
windows, requesting that the police return frequently on a patrol basis, and
requiring that the supervisor remain infrequent telephone contact with another
supervisor located outside the premises at a safe point. In some instances,
commercial telephone circuits may be out of order. In such case, the use of
portable radio equipment and cellular phones may be required together with
procedures for two-way communication between supervisors and/or the alarm
company central station and the police.

• When full security has been restored, division management should review the
incident to evaluate the cause and any improper or unsafe actions taken by
responding personnel, and revise security procedures where appropriate to
provide a mire effective and safer response to a similar incident. On the day
following the restoration of service, the alarm company is required to have a service
supervisor thoroughly test the entire system and certify that the alarm system has in
fact been restored to its original condition.

Alarm Related Procedures for Police Connect Alarm
System Supervision and Response

Alarm systems connected directly to a police station or municipal communications center
that is manned on a 24-hour basis require essentially the same response from the
supervisors assigned such duties. The variations in response conditions are as follows:

• On receipt of a phone call from the police, the supervisor contacted requests the
name and identification number of the police officer calling. The supervisor then
recalls the commercially listed number of the police agency and verifies the
authenticity of the call prior to departing the safety of his/her residence.

• On arrival at the warehouse, the supervisor verifies the presence of a police officer
or proceeds as previously instructed to again call the police to the scene prior to
entering the premises.

• When search and entry of the premises are completed, the supervisor restores the
alarm circuits and departs with the police officer.

• In the event that the alarm system cannot be restored, the supervisor contacts the
24-hour telephone number of the alarm company (if available) and requests a
service man to respond immediately to the premises to repair, adjust or otherwise
restore the alarm system. If feasible, the supervisor should request that the police
officers remain at the scene until the alarm company service representative arrives.

• An Incident Report (Form #15) should be completed and sent to the Corporate
Compliance Department.
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ACCESS CONTROL

General Warehouse

It is the policy of Cardinal to limit access to the general warehouse to only those employees whohave a full-time work assignment that requires their presence in the warehouse. Each divisionshall maintain a list of employees authorized to have warehouse access. This access shall becontrolled by a Card Entry Access Control System.

Specifically excluded from warehouse access without a full-time escort are the following groupsof people:
All visitors including:
• Vendor sale representatives
• Cardinal sales representatives
• Management employees except those directly responsible for supervision ofemployees whose duties require them to be in the warehouse to perform their jobs• Office employees except those whose duties require their presence in the warehouse.

Signs should be posted on all warehouse entrances regarding limited access (Exhibit B).

Outside contractors shall be monitored through a cooperative effort of warehouse supervisorypersonnel and full-time warehouse employees.

Employees of Cardinal Health who require temporary access to the warehouse may be issued"temporary passes" controlled by the Division Manager or his/her designee.

Controlled Substance Area

DEA regulations related to accessibility to storage areas state:

"The controlled substances storage areas shall be accessible only to an absolute minimumnumber of specifically authorized employees. When it is necessary for employeemaintenance personnel, non-employee maintenance personnel, business guests, or visitors tobe present in or pass through controlled substances storage areas, the registrant shall providefor adequate observation of the area by an employee specially authorized in writing." (21CFR 1301.72(d))
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Division management maintains an Access and Surveillance List (Form #16) of those
employees whose responsibilities include authorization to access the vault or cage during the
open-for-business period. Only those individuals are assigned a key or knowledge of a
combination. The authorized access list should be posted along with a "Restricted Area"
(Exhibit C) sign on the door(s) of the vault and cage.

Temporary employees should never be allowed access to the cage or vault, supervised
or unsupervised.

Computer System

The computer system should include security levels to prohibit access to certain files unless an
employee's job responsibilities warrant access. Employees should keep passwords to themselves
and periodically change them to prevent access by others. Access should be limited for inventory
adjustments, customer licensing information and financial records.

Computer room access should be controlled and limited to only those employees who have a full
time work assignment that requires access to the computer room.
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PROCEDURAL SECURITY

Receiving

Upon receipt, controlled substance items are physically checked by a receiving clerk. The
quantity and description of the materials received are checked against the packing list
provided by the vendor and against the controlled substance purchase order. The
paperwork is signed and dated by the receiving clerk.

Any variations in quantities or visible damage to cartons are subject to immediate
investigation. The matter should be reported to the supervisor prior to the departure of the
carrier's representative from the area.

The carrier's representative is required to sign a statement written on the receiving report,
describing the shortage, damage, etc. The receiving procedures should be verified by the
receiving department supervisor if the actual receiving is handled by a designated
employee.

If a discrepancy is noted and cannot be reconciled, the manufacturer(s) is contacted
immediately by telephone and confirmation of the shortage or damage is verified in writing
on the appropriate form. The loss of controlled substances is to be promptly reported to
DEA. Refer to Drug Thefts/Losses within Required Reports to DEA. The supplier is
responsible for reporting in transit losses of controlled substances by the common or
contact carrier selected pursuant to 21 CFR 1301.74 (e) upon discovery of such theft or
loss. Thefts must be reported whether or not the controlled substances subsequently are
recovered and/or the responsible parties are identified and action taken against them.

Immediately on verification of the order received, the controlled substances and the
corresponding paperwork are placed in a rolling locked cage and moved to the vault or to
the controlled substance cage. No controlled substances may be left in the receiving area
overnight or during periods when the receiving area is not under adequate surveillance.

Stocking

Verify all products and quantities against paperwork. Date and sign each purchase order.
Bring discrepancies to the attention of the supervisor immediately. Forward original
paperwork to appropriate department for data entry. Retain a copy in the controlled
substance area.

For Schedule II items, the product is also verified against Copy 3 (blue) of the DEA order
form. The date received and quantity received columns of the order form are completed
and the Narcotic Order Blank Log is also updated.
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Order Filling

For Schedule III, IV, V controlled substances, the order filler picks the items and quantities
as requested on the picking document. As items are picked, each line of the picking
document is initialed. The completed order and paperwork is staged pending verification.

For Schedule II controlled substances, the order form - DEA Form 222 - is reviewed for
accuracy, then matched to the picking document to make sure all items agree. The items
and quantities are picked as requested on the picking document. The picking document is
initialed as each item is picked. The completed order and paperwork is staged pending
verification. The following fields on the order form must be filled in:

• Packages Shipped .
• Date Shipped
• Supplier DEA Registration Number
• National Drug Code

Quality Control

All controlled substance orders should be double checked for accuracy. The quality
control clerk matches the items against the picking document and initials the paperwork.
The merchandise and copy of the picking document are put in a bag and sealed - preferably
a heat-sealed poly bag. The other copy of the pick document is retained at the division per
division policy. The outside of the package should be labeled with the name of the
customer. There should be no marks identifying the contents as controlled substances.
The order is then staged within the controlled substance area until shipped.

Shipping

While most regular orders are manifested on the shipping dock, controlled substance orders
are manifested in the cage or vault. Controlled substance packages are not to be left
unattended in the shipping department. Product may be placed in locked roll-around cages
or left in the controlled substance area until the delivery person is on the premises and
ready to sign for them.

Delivery

The driver is- required to obtain a customer signature for any packages delivered. The
proof of delivery (manifest) is then returned to the carrier or division and retained per
division policy.

August 25,1998

FOIA Confidential
Treatment Requested By

Cardinal

Procedural Security 13-2

CAH SWE 019101

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01383964
P-0932000070



Returns from Customers

All returns of controlled substances must be accompanied by a return authorization. The
shipments must be distinguished from the other returns without revealing their contents to
the delivery drivers. Upon receipt at the distribution center, these returns are to be
transferred to the controlled substance area, and processed daily, noting the actual date of
receipt.

Returns of Schedule 11 drugs are discouraged. They must be handled by issuing an order
form -DEA Form 222 - to the customer.

Partial returns of controlled substances are prohibited.

Returns to Vendors

Controlled substances returned to the vendor should be accompanied by a return
authorization from the vendor and a debit memo from the division. Creating the debit
memo should remove the product from inventory. Proof of delivery should be filed at the
division with a copy of the debit memo.

Physical Verification of Controlled Substances
When taking an inventory, the following steps should be taken,

• Do not allow any product into or out of the area during the count or recount.
• Counts should be conducted from count sheet with the on hand quantities

suppressed.
• Compare the inventory results with the current on-hand balance of each item.
• Recount any out-of -balance item.
• Run audit report for any out-of-balance item. The Selected Item Audit Report
(Exhibit 1) gives all movement - purchases, returns, sales and inventory
adjustments - for a requested item during a specified time frame.

• Research the error, checking for orders picked but not invoiced, mispicks, etc.
• Make appropriate adjustments as errors causing variances are detected.
• The Distribution Center Manager should sign off on the count sheet that he has

reviewed all exceptions and that variances have been explained..
• File DEA Form 106, on a timely basis, for any item that cannot be resolved.
• Create ARCOS transactions for any reportable items on DEA Form 106.

Inventory Adjustments

'Inventory adjustments for controlled substances should only be made after a thorough
research. Documentation should be kept on file to support any adjustments.
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Breakage

Documentation of breakage occurring in the vault or cage or during delivery is strongly
recommended by the DEA. Maintenance of a breakage report is designed to help control
any possible intentional breakage for the purpose of removing contents. Concern shouldarise when the same item is broken repeatedly.

Opening and Closing

The distribution center should be opened by at least two employees. These employees
should meet at a safe, well-lighted, off-site location. The employees should then proceed to
the distribution center and one employee should enter the distribution center while the other
employee waits outside for an "ALL'S CLEAR' signal (the moving of blinds or flickering
of lights, etc.). This procedure should be reversed when closing the distribution center. If
the utilization of two employees at opening and closing time is totally impractical, one
employee opening or closing the facility alone must have security hardware such as a
portable panic button.
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SHIPPING

Controlled Substance Shipping Area

Schedule 11 controlled substance orders are retained in the vault until the driver assigned
such delivery is ready to depart the premises. At that time, the order is delivered by the
vault supervisor to the driver who signs a log, circling the order number of the merchandise
on the manifest. The driver then loads the packets or container into the delivery vehicle.

Schedule III through V controlled substance orders in sealed containers are held in the cage
or staged in the defined controlled substance staging area under the . direct supervision of
the shipping department supervisor or a closed-circuit TV surveillance system. The driver
assigned to the specific orders signs for the controlled substance items on a log form,
circling the order number of the merchandise, and then loads the order on the delivery
vehicle.

No controlled substance orders awaiting shipment are left in the shipping dock during the
closed period. Such unshipped orders must be returned to the controlled substance cage at
the close of business. The shipping department supervisor makes a thorough search of the
shipping area prior to his/her departure from that area at the end of the business day.

Shipping Destination

DEA regulations require that controlled substances be distributed only to persons who are
properly registered with DEA to possess the controlled substances and that Schedule II
controlled substances only be shipped to the purchases at the location printed on the order
form (DEA Form 222). Emergency will call orders are an exception to the rule.

Company Delivery Vehicles

Company employees assigned to driving delivery vehicles are screened in accordance with
21 CFR 1301.90 and Cardinal's policy which requires all prospective employees to
consent to a drug test and a criminal record check. Delivery Vehicle Security Rules
(Form #17) are reviewed, and signed by drivers.

The drivers deliver the Schedule 11 through V controlled substance orders to the customers
and obtain a customer signature on one copy of the delivery order, which the driver then
attaches to his/her manifest as proof of delivery.
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Common Or Contract Delivery Vehicles

The company selects common or contract carriers that provide adequate security to guard
against in-transit losses.

Further, the company takes precautions to assure that shipping containers do no indicate
contents are controlled substances so as to guard against storage or in-transit losses.

When distributing controlled substances through agents, the company provides and
requires adequate security to guard against theft and diversion while the substances are
being stored or handled by the agent or agents.

Delivery Vehicle Security Rules (Form 417) are provided to contract carriers for
distribution to drivers. Rules are reviewed and signed by drivers.

Depots/Line Haul Shipments

The use of cross-dockings and line hauls means vehicles with larger quantities of
controlled substances and other merchandise and increased vulnerability to theft and/or
diversion during the run from the distribution center to the depot. To protect against
internal theft that may go undetected until the orders get to the customer
level, ensure that vehicle contents are checked and signatures obtained upon pickup and
delivery and that line haul vehicles are secured with a numbered seal that must be cut off or
broken upon arrival at the depot.

Seal Construction Specifications

Durability A seal must be strong enough to prevent accidental breakage during normal
use.

Design The design must be sufficiently complex to make unauthorized manufacture of a
replacement seal difficult.

Tamperproof The seal should provide readily visible evidence of tampering and prevent
reconstruction after the seal is closed; that is, a seal needs construction to make simulated
locking difficult.

Individually Identifiable Identification is best accomplished by embossing serial numbers
and owner identification on each seal.

Seal Accountability Procedures

Record of Application Seal numbers are entered or written on transportation documents
such as bills of lading and manifests.

Time of Application Trailers must be sealed immediately after the loading is completed.
Roll-up-type doors must be sealed at the loading dock. Swing-out doors must be sealed
immediately after the unit is far enough away to close the doors.

Verification Seal examination and verification at every stop such as docks and transfer
points. Multiple stops require new seals. Persons receiving sealed shipments must
examine the seal and record the number on appropriate documentation, such as a log.
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Retain broken seals until it is determined whether there are any discrepancies. If there are
none, destroy the seal. If discrepancies are found, retain the seal pending investigation.

U.S. Postal Mailing And Delivery
DEA regulations applicable to the use of the U.S. postal services state: "Controlled
substances including Schedule H may be sent in any quantity by registered mail, return
receipt requested, from one DEA registrant to another DEA registrant. The packaging
must be in plain outer containers and give no indication of the contents."

Will Call Orders

Verification calls are to be made to the person in charge of the licensed premises for whom
the order is intended and the name and description of the person picking up the order and
the items included in the order are obtained.

When the individual arrives to pick up the order, the slipping supervisor checks the
individual's name by asking for the driver's license and comparing the description of that
provided by the person in charge of the licensed premises.

The person picking up the orders signs a Will Call Log (Form 918) that is dated and
initialed by the shipping supervisor. The driver's license number and the person's name
are then recorded both on the packing slip and the will call log.
Note: Many wholesalers have discontinued will call orders for controlled substances to
avoid this high risk diversion exposure.
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PERSONNEL

Additional information is located in the Employee Handbook.

Pre-Employment Screening
Cardinal Health requires all prospective employees to sign a Pre-Employment Waiver (Form#19) consent to a physical examination, which includes a drug test, and to an investigation madeof their background and fitness for the position for which they have applied.

Cardinal Health reserves the right to immediately dismiss any employee when the results of thephysical examination or drug test show signs of substance abuse and/or the backgroundinvestigation reveals a history of criminal activity or other information which would deem theemployee unfit for the position.

Any information associated with the physical examination or background investigation will begathered and held in the strictest confidence by Cardinal Health in accordance with all applicablelaws.

It is recommended that employment should not commence until the results of the physicalexamination and drug test are received and reviewed by the appropriate management personnel ofCardinal Health.

Upon commencement of employment, the new employee will complete a Post-EmploymentSecurity Data Information Sheet (Form #20). . The completed sheet is sent to the CorporateCompliance Department to conduct a criminal record check.

Controlled Substance Requirements
When an employee is promoted or transferred it may be necessary to review his/her background,depending on the nature of the transfer or promotion. Anyone allowed unsupervised access to thecage or vault in order to perform job functions must complete the Test for Distribution CenterEmployees Handling Controlled Substances (Appendix B) as well as the Post-EmploymentSecurity Data Information Sheet. The test and form must then be submitted to the CorporateCompliance Department. The department will grade the test and each individual must pass witha score no lower than 88%. If an employee does not pass the test, he/she must re-take the test at alater date and must obtain a passing score. The employee should be advised that prior to his orher working inside the controlled substance area an in-depth background investigation will beperformed. The results of this background check along with the individuals test score will beshared with division management. The background check should be performed prior to thedistribution center manager assigning the employee to the controlled substance area.
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Security Rules

The following list of security rules has been developed to promote a safe and secure workingenvironment for all employees and to assure compliance with United States Drug EnforcementAdministration Security Regulations.

• Possessing, dispensing, or using a controlled substance without a medical prescription orreporting to work or worldng under the influence of alcohol or a controlled substance withouta medical prescription is strictly prohibited. If an employee requires medication which mayaffect their performance, they should notify their supervisor immediately. DEA regulationsregarding this should be posted in the facility (Exhibit D).

• Defacing Company property or willful negligence resulting in damage due to mishandling ofmerchandise or destructive abuse of machines or other Company equipment is prohibited.

• Falsifying an employment application, time card, production record, or other documents foryourself, customers, or another employee is prohibited.

• Protection of Company property is a responsibility all employees must share. Any employeediscovering theft, loss, or malicious damage has an obligation to report the incidentimmediately to his supervisor.

• Fighting or instigating a fight with an employee, customer, or supplier while on Companyproperty is strictly prohibited. No permanent personnel action will be taken until there is acomplete investigation by Management.

• Tampering with or breaching Company security systems or policies is prohibited.

• Theft or unauthorized removal or use of Company or another employee's property isprohibited.

• Possession of firearms or illegal weapons on Company property is prohibited.

• Employees must use their own card entry access card, and access cards should not be loanedto other employees. Lost access cards should be reported to Management immediately.

• Employees must use authorized employee entrance when entering and exiting the buildingand must use their own access card when doing so.

• Entrance and exits to the facility are to be closed at all times, unless being used for the
purpose they are designed.

• All bags, boxes, lunch boxes, containers, etc., are subject to inspection when exiting thefacility. Signs to this affect should be posted throughout the distribution center (Exhibit E).Random periodic inspections could serve as a deterrent to internal theft.
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• Locker assignments and locks will be issued by Cardinal Health. Personal locks are notallowed. Locks will be subject to inspection by Management at their discretion.

• Visitor's entering the distribution center should be asked to sign in on a Visitor's Log (Form#21), indicating their name, who they represent, time in, time out, and who they are visiting at
the distribution center. Each visitor should wear a badge and must be escorted during their
stay.

• Warehouse access is limited to employees who have full-time assignments that require their
presence in the warehouse.

• Coats and pocketbooks are not allowed in the warehouse.

• Employees are to adhere to the posted access list for the cage and vault area.

• A Miscellaneous Security Log (Form #22) should be used to document any minor security-
related incidents that occur but do not need to be explained in detail.

Security rules should be distributed to all employees and a signature obtained to document
receipt.

Violence Prevention Procedures

The sign entitled Violence Prevention Procedures (Exhibit G) should be posted in conspicuous
locations throughout the distribution center. These procedures should be reviewed with
distribution center employees on a routine, periodic basis. It is paramount that all employees
know exactly what to do in case they are confronted with a possible violent situation. Additional
copies of these signs may be obtained through the Corporate Compliance Department.

Driver Security Rules

Drivers are required to adhere to the following security rules:

• Test all vehicle locks each day and immediately report defects to a supervisor.
• Keep all merchandise in the rear of the truck. Leave nothing in the cab.
• Secure the truck when making a delivery. Roll up all windows, lock all doors and take

the keys with you.
• Do not stop for stranded motorists. This could be a setup for a hijack. If you feel it is

necessary to call for assistance, do so at your next stop.
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• Make it a habit to check your rear view mirror to see if you are being followed. If you
suspect that you are being followed, obtain a description of the vehicle, the license
number and the occupants. Proceed to the local police station; if this is not possible,
proceed to your next stop and call the local police or the office.

• If you break down, stay with your truck. Leave only to call for assistance.
• Avoid areas where the threat of theft is high (such as back doors and alleys). If something

appears suspicious, do not stop.
• In the event of a robbery:

a. Offer no resistance.
b. Stay calm.
C. Be observant.

Driver security rules should be distributed to all drivers and a signature obtained to document
receipt.
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INSPECTIONS OVERVIEW

Overview

The Comprehensive Drug Abuse Prevention and Control Act of 1970 (the Controlled Sub-stances Act') authorizes the Drug Enforcement Administration (DEA) to enforce provi-sions of the act as they apply to registered handlers of controlled substances. The statedDEA goal is "to significantly reduce the availability of licitly produced drugs used for il-licit purposes in the United States. "

The act establishes a comprehensive system to control the manufacture and distribution ofcontrolled substances necessary for legitimate medical needs. Since the controlled sub-stances in question include some of the most potent drugs known to man, the incentive todivert these drugs into the illicit market is great. Drug related deaths and injury statisticsindicate that legally produced controlled substances account for a large percentage of drugsassociated with drug abuse injuries reported by hospital emergency rooms. In fact, 15 ofthe top 20 controlled substances reported in hospital emergency room mentions werepharmaceuticals legally available in the United States market.
The DEA Diversion Control Program is responsible for implementing and maintainingcontrols over the distribution of legally produced controlled substances and for investigat-ing diversion of these substances into the illicit market. The Diversion Control Programprevents, detects, and investigates the diversion of controlled substances from legitimatechannels, while at the same time ensuring an adequate and uninterrupted supply of con-trolled substances required to meet legitimate needs. To achieve this goal, DEA's diver-sion program uses programs designed to maximize the effect of criminal, civil and regula-tory investigations and controls intended to limit the availability of diverted substances.
The diversion control program operates through: periodic investigations to ensure that rec-ord keeping, reporting, and security requirements are being met; targeted investigations(for violative registrants); preregistration investigations; an organized system of drug de-struction; manufacturing quotas; and drug scheduling (collection of abuse and diversioninformation). Periodic inspections are conducted as circumstances may require, based inpart on the registrant's history of compliance and maintenance of effective controls toguard against the diversion of controlled substances.
These activities are designed to meet DEA's responsibilities under the Controlled Sub-stances Act and to prevent the diversion of controlled substances from legitimate distribu-tion channels. When violations are discovered, appropriate action (administrative, civil orcriminal) will be considered.

As we move further into the 1990s, the pharmaceutical industry is facing an increasinglyactive enforcement and regulatory climate.
DEA registrants must be aware of this climate, and ensure that they are in full compliancewith DEA requirements or take immediate corrective action before DEA investigates theirfacility.
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Notice of Inspection

Cardinal Health recognizes the fact that federal and state regulatory agencies have explicitauthority to inspect our premises and records.

Upon notice of a federal or state regulatory inspection, contact the Corporate ComplianceDepartment immediately and advise to the nature of the visit, names of the officials and theagency they represent. The Department can be of assistance in helping to verify an indi-vidual's identification if the need arises.

Full cooperation must be given to the inspecting authorities. However, only personsauthorized by division management may answer questions posed by the regulatory inspec-tor. Inspections should be monitored closely by qualified Cardinal personnel, and a dailydetailed written record in the inspection must be prepared.
Upon arrival of the investigators at the registered location, the manager, his/her designatedalternate and the individual who has overall responsibility for controlled substances shouldmeet with the investigators as soon as possible, review their credentials (a picture of theperson on an official ID Card)and accept the DEA Notice of Inspection. Inspector(s)should be asked to sign the Visitor's Log and given a Visitor Badge to be worn at all times.A discussion should then be held regarding the purpose and extent of the investigation andthe desire of management for a close-out discussion at the completion of the investigation.(21 CFR 1316.05)

If you are not sure that the individual requesting entry is a bona fide city, state, or federalofficial do not allow them to enter the distribution center. Request information as to whomthey report (their immediate supervisor) and how (telephone number) you can verify theiridentification.

Note: Receptionist should not admit inspector(s) into facility or accept their credentials.

Authority of the DEA Investigator

21 USC 880 and 21 CFR 1316.03 allow DEA investigators to enter a registered location(controlled premises) upon stating their purpose and presenting credentials and a writtennotice of inspection or, if warranted, an administrative inspection warrant for the purposeof.

• Inspecting and copying records, reports and other documents required to be kept ormade;
• Inspecting, within reasonable limits and in a reasonable manner, all pertinentequipment, finished and unfinished controlled substances and other substances ormaterials, containers, and labeling found at the controlled premises relating to theControlled Substances Act;
• Conducting a physical inventory of all controlled substances on the premises;
• Collecting samples of controlled substances pursuant to DEA Form 84; and
• Checking records and information regarding the distribution and receipt of con-trolled substances by the registrant.
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Exclusion From Inspection

Unless consented to in writing by the registrant, no inspection authorized by 21 USC 880and the implementing regulations should extend to:

• Financial data;
• Sales/receipt data other than shipping and receiving data; or
• Pricing data.

Entry to Premises

DEA officials will conduct the investigation. The officials have the right to enter the reg-istered premises and conduct the investigation at reasonable times in a reasonable manneronce they state their purpose, present their credentials and written notice of their inspectionauthority (DEA Form 82) to their responsible registrant official, and receive informed con-sent or present an administration inspection warrant.
An administration inspection warrant is not required if informed consent is obtained fromthe registrant. Whenever possible, the informed consent should consist of a written state-ment (DEA Form 82 with addendum— language found in Section 1316.08) signed by theregistrant.

Investigation

An individual (preferably a responsible officer or employee) who is familiar with the DEArecord keeping and reporting requirements and security in place at the facility alwaysshould accompany and monitor the investigators.
This individual should be prepared to:

• Immediately notify the personnel responsible for the various areas to be involved inthe investigation prior to the investigators visiting the areas;
• Explain the operation/type of security, record _keeping and reporting sys-tems/procedures maintained;
• Assist the investigators;
• Verify the accuracy of the information the investigators obtain from inventories,

sales and purchases documents and make a list of the records reviewed;
• Obtain copies for and retain copies of any documents the investigators request;
• Assure that information volunteered is clearly beneficial to the wholesaler;
• Assure no misrepresentations are given to the investigators;
• Note any suggestions or criticisms expressed by the investigators. Any violations

discovered in this manner should be corrected immediately and documented; and
• Complete a daily detailed written record of inspection that includes the following:• any questions raised by the inspector,
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• any questions raised by the monitor,
• any requests made by the inspector,
• what the inspector was shown,
• a list of any records viewed or copied by the inspector,
• items inventoried and verification of the inspector's counts,
• any suggestions of criticisms expressed by the inspectors,
• complete a DEA Inspection Report (Form #23) and forward to Corporate

Compliance Department.
Note: The registrant using this report and statements made by the investigator shouldreconstruct the investigation to verify any violations or, as is possible, reveal no viola-
tions.

All personnel are instructed not to read, acknowledge in any way, or sign any affidavit presentedto any Company employee by an investigator.

Discussion with Management (Close Out)

This phase will be used by DEA to reinforce the findings by acquiring the registrant's ac-
ceptance of the cited violations and willingness to correct them, or the registrant's chal-
lenge of the findings by non-acceptance of the violations. Explain that Cardinal Health,
Inc. employs a Director of Compliance and inquire if the results of the inspection warrants
his presence at the exit interview. If yes, contact the Director of Compliance immediately.
If the DEA intends to take further action, the registrant may or may not be informed of
what courses of action are possible. The registrant will not be informed of the specific ac-
tion to be recommended.

Note: DEA is not required to conduct a closing discussion at the completion of the in-
vestigation. If not initiated by the investigator, the registrant should request a closing
discussion at the convenience of the investigator. If this fails, it is suggested that a re-
quest be made in writing to the investigator's supervisor, expressing the desire to meet
and discuss the findings and any corrective action that may be required.

If a closing interview is held, the investigator may advise the registrant of any violative
conditions. If 'the registrants cannot obtain a closing discussion, the report prepared by the
employee(s) assigned to accompany the investigator during the investigation should be
utilized to reconstruct the investigation and findings.

Once aware of any violations, the registrant should take the following initiatives in seeking
and implementing corrective actions:

• Reconstruct the investigation and findings, using the same documents, facility re-
view utilized by the investigators and the registrant's internal report.

• Take appropriate action to correct any violations or problems uncovered during the
DEA investigation; and

• Convey to DEA the corrective action taken, what steps the registrant has taken to
prevent future problems and inquire what further action the registrant should take.

It is suggested that if a registrant's investigation disagrees with the DEA investigation, they
should contact DEA immediately and request a meeting to discuss the findings.
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DISTRIBUTOR ACCOUNTABILITY
INVESTIGATIONS PROCEDURES

An investigation is divided into four phases: preparation, on-site, follow-up and past history. Theinformation sought by the DEA during each phase is outlined below.

Preparation
Prior to inspecting a facility, the registrant files at the respective DEA location are
reviewed; i.e., review of ARCOS reports, review of registration categories and schedules,
etc.

On-Site Investigation

Initial Phase
The initial phase involves initial discussion, presentation of investigator credentials and
notice of inspection (if a warrant is used, the registrant should consider the need for an
attorney). The credentials and notice will be presented to that person who has managerial
responsibility for operating the firm. The investigator should state the purpose and indicate
the scope of the investigation.

Management at this time should request that the investigators advise them of any violations
discovered during the investigation so that corrective action can be taken immediately.
Management should state that they desire a closing discussion at the completion of the
investigation.

Background Information

The DEA investigators will want to know the:

• Names, addresses, date of birth and social security numbers. of corporate officers
and/or owners of the registrant and 'identification of individuals responsible for
record keeping and security;

• Number of employees and appropriate registration (federal, state and local); and
• Percentage of business dedicated to controlled substances.

They also will want to review reporting procedures regarding thefts, losses or destruction
of controlled substances.

A completed copy of the DEA On-site Background Information Package (Form #28)
can provide the DEA Inspectors with pertinent company information.
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Closing Inventory

The closing inventory 'is usually taken before or after business hours, so that noadjustments for transactions outside the accountability period are necessary. An accurateinventory is necessary and advantageous. All shipping, receiving and return areas, as wellas other areas where controlled substances night be stored, should be checked.
A responsible employee of the registrant should verify the accuracy of the inventory andmake a copy for the registrant's records.

Initial Inventory

An actual inventory taken by the registrant, an inventory from a previous DEAinvestigation or a computer inventory printout may be utilized if the registrant will attest to
its accuracy.

Regardless of the inventory used, the required biennial inventory will be reviewed.

Receiving Records

Order forms will serve as the primary record of documenting the receipt of Schedule II
controlled substances. They also will be reviewed for accuracy.
The power of attorney will be reviewed.

ARCOS reports and purchase invoices will be reviewed to verify accuracy of the order
form transactions for Schedule II controlled substances and Schedule III narcotic
controlled substances.

Receiving records which record supplier's name, address, and DEA number; name of
controlled substance; strength; quantity received; and date of receipt for Schedule III
through Schedule V will be reviewed. These records must be kept in a readily retrievable
manner. The registrant will be required to attest to the accuracy of the records.

Sales Records

Order forms will serve as the primary record documenting the sale of Schedule II
controlled substances. They also will be reviewed for accuracy.

Registration of customers will be verified.

A sampling of ARCOS records and customer sales records for Schedule II controlled
substances and Schedule III narcotic controlled substances will be reviewed to verify
shipments.

The quantity of Schedule III through Schedule V controlled substances distributed may be
determined from a number of different types of records. The primary record is the
distributor's sales invoice.
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Sales will include all dispositions from inventory, including documented and reportedthefts, returns and destructions.

Credits and Returns

A review of credit memoranda will be made to determine that there was physicalmovement of controlled substances or credit.

Returned controlled substances will be inspected to verify that there is documentationshowing retim, disposition by destruction or return to inventory.
Note: If the registrant has another record keeping system, such as the computerizedSelected Item Audit Report which contains all required information and attests to itsaccuracy, these records may and should be used.

ARCOS

Reports will be verified by comparing them to other purchase and sales records.

Accountability

The initial inventory is combined with all receipts (including returns) of controlledsubstances and compared to the closing inventory plus sales, destructions, returns, reportedthefts or losses accounted for by the registrant from its records.

Security

This evaluation will include:

• Review of location, crime classification, building construction, access restrictions
and storage areas, including size and type of physical security systems in place;

• Evaluation of alarm systems and test;
• Review of security and procedures employed in shipping and receiving areas,

picking areas, and packaging areas;
• Review of procedures for determining proper registration of customers;
• Review of frequency of alarm checks and procedures for key control, after hours

entry, badge system and lock changing; and
• A review of the registrant's system for monitoring unusual and excessive orders.

Discussion with Management

This will be used to reinforce the findings by acquiring the registrant's acceptance of the
cited violations and willingness to correct them, or the registrant's challenge of the
findings by nonacceptance of the violations. If DEA's intention is to take further action,
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the registrant may be informed of courses of action possible, but not the specific action tobe recommended.

Note: DEA is not required to conduct a closing discussion at the completion of theinvestigation In this case, the registrant should request a closing discussion at theconvenience of the investigator. If the request is not successful, it is suggested that theregistrant send a written request to the investigator's supervisor, expressing the desirefor a meeting to discuss any findings and corrective action which may be required

Follow-Up Investigation

After the on-site portion of the investigation is completed, a verification of purchasesand sales most likely will be performed. The extent of the verification will depend uponthe nature of the investigation and discrepancies found. In addition, DEA may conduct filechecks on all persons who are interviewed during the investigation.

IMstory of Violations

The registrant's history if violations will be taken into consideration by DEA in
determining the type of action to be levied against the registrant.
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VIOLATIONS

The DEA will take action against a registrant in all instances where an investigation revealsviolations of the Controlled Substance Act and the implementing regulations. The Table of
Offenses and Penalties (Exhibit H) summarizes these violations.

Administrative Actions

Revocation of Non-Practitioner Registration or Application Denial

DEA registration or application may be revoked, suspended or denied if at least one of the
following conditions is present:

• The application for registration has been materially falsified;
• The registrant (owner, officer, controlling stockholder) has been convicted of a

drug related felony;
• The registration is inconsistent with the public interest. Factors to be considered in

determining public interest include the following:
1. Maintenance of effective controls against diversion,
2. Compliance with applicable state and local law,
3. Prior conviction record relating to controlled substances,
4. Registrant's violative history,
5. Such other factors as may be relevant to and consistent with the public health

and safety; or
• The registrant's state license or registration to handle controlled substances has

been suspended, revoked or denied.

"No Automatic Renewal" of Registration

To prevent renewal of the registrant's registration, the DEA will place an administrative
code on the registration.

This procedure is usually utilized to suspend approval of the renewal application when the
investigation shows that the registrant has failed to maintain adequate controls against
diversion and grounds for denial exist.

The registrant is authorized to continue operating on a day-to-day basis until final action is
taken (voluntary surrender, denial of renewal application or removal of the administrative
code).
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Letter of Admonition

The letter of admonition advises the registrant of the violations found and documents these
violations in written form. This allows for voluntary, corrective actions by the registrantand makes the violations a matter of record should the same violations be encountered at a
later date.

Administrative Hearing

A hearing will be held when the severity of the violations and the registrant's attitude
toward them render the letter of admonition ineffective. An administrative hearing
provides DEA and the registrant with the opportunity to explain their respective views on
the violations and to discuss the necessary corrective actions.

Order to Show Cause

An order to show cause may be issued to a registrant for denial, revocation or suspension
of a DEA registration for one of the following factors:

• The application for registration has been materially falsified;
• The registrant has been convicted of a drug related felony;
• The registration is inconsistent with the public interest. Factors to be considered in

determining public interest include the following:
1. Maintenance of effective controls against diversion,
2. Compliance with applicable state and local law,
3. Prior conviction record relating to controlled substances,
4. Registrant's violative history,
5. Such other factors as may be relevant to and consistent with the public health

and safety; or
• The registrant's state license or registration to handle con-trolled substances has

been suspended, revoked or denied.

During a show cause hearing, the registrant has the opportunity to explain why the
registration should not be suspended or revoked.
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Civil or Criminal Prosecution 
The use of civil or criminal prosecution will be determined by the severity of the violations foundduring the investigation and discussions with DEA management and the assistant U.S. attorney.

The determination between civil and criminal prosecution is made based upon the registrant and/orperson knowingly or intentionally committing the violation(s).

Civil penalties are assessed at $10,000 per violation.
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GUIDE TO HANDLING ARCOS TRANSACTIONS

Introduction

The Automation of Reports and Consolidated Orders System (ARCOS) was developed by the
DEA to report inventories of selected controlled substances and increases and decreases to these
inventories. The selected controlled substances are Class II and III narcotics.

Transactions can be reported electronically via tape or diskette, or manually using ARCOS Form
333. In most divisions, a majority of the ARCOS records are created automatically during the
receiving, invoicing and crediting processes. Other records must be created by manually entering
the data into the ARCOS Maintenance Menu.

A report of all ARCOS transactions generated by the system is available for review. Depending
on the system, this may be daily or monthly. Prior to submission to ARCOS, erroneous
transactions can be changed or corrected using the ARCOS Maintenance Menu.

Distributors are required to take an annual inventory of each reportable controlled substance on
December 3 V and file it with ARCOS no later then January 150i of the following year. Increases
and decreases in the inventory of each reportable controlled substance must be reported on a
monthly basis and filed with ARCOS no later than the 150i of the month following the end of the
reporting period.

For automated reporters, a tape of these transactions is sent to ARCOS, with a hardcopy report
maintained at the division for two years. This report is useful when researching errors identified
by ARCOS as it contains additional information, including item number and description, invoice
number and customer or vendor number. For manual reporters, hand-written transactions are
submitted to ARCOS on Form 333. One copy of the form is maintained at the division for two
years.

ARCOS ̀reads' the tape and generates a report entitled "ARCOS Daily Transactions Processing
Error Report." The report will either acknowledge that no errors were found, or will list the
transaction records in error, with the error code, description of the error and a correction number.
Corrections must be made and the transactions resubmitted. Error reports should be maintained
at the division for two years.

All media submitted to ARCOS should have a barcode label attached. Submissions should be
made as described below:

ARCOS reports sents via commercial carrier such as Federal Express (FedEx), United Parcel Service
(UPS) should be sent to:

DEA Headquarters
Attn: ARCOS Unit
2401 Jefferson-Davis Highway
Alexandria, VA 22301

12/28/99 Guide to Handling ARCOS Transactions 1

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019130

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01383993
P-0932000099



ARCOS reports sent via the U.S. Postal Service must use the following address:

Drug Enforcement Administration
ARCOS Unit
P.O. Box 27273
Washington, D.C. 20038-7273

Inquiries can be made to the ARCOS Unit at (202) 307-8600.

What to do before sending a report to ARCOS

The Distrack system has a daily report of ARCOS transactions, while the BP generates the report
at month-end. Each system has the ability to make changes, additions and deletions prior to the
submission of the transactions to ARCOS. Instructions can be found in the ARCOS
Maintenance Section.

In the review process, look for
• DEA numbers that do not fit the typical format (2 letters followed by 7 numbers),
• blank numbers that do not fit the typical format (9 digit number),
• items that are not ARCOS reportable,
• quantities that appear to be excessive or out of the ordinary, and
• inventory adjustments.

Keep in mind that the only transactions that need to be reported to DEA are those that document
an actual transfer of product. Records created by inventory adjustments when the product is
moved from the live inventory to the morgue inventory do not represent a transfer of product and
should be deleted. Credit and rebills for contract/chargeback purposes and dropship billings are
two more examples of financial transactions that do not represent the actual transfer of product.

If changes need to be made to an Associate's DEA registration number, the modification should
also be made in the Customer or Vendor Master File so that future transactions do not contain the
same error.

ARCOS reportable items that are documented as lost-in-transit or stolen on DEA Form 106 or as
destroyed on DEA Form 41, need to be reported as transactions to ARCOS. Since forms to the
DEA are submitted manually, ARCOS records are not generated by the system and need to be
created.

12/28/99 Guide to Handling ARCOS Transactions 2

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019131

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01383994
P-09320 00100



For an item lost-in-transit,
• use the date of the sale,
• the NDC and quantity of the item,
• the associate DEA number as the original sale record,
• a transaction code of X.

For a theft,
• report the date the theft occurred or was identified,
• the NDC and quantity of the item,
• a transaction code of T.
• The associate DEA number should be left blank.

For a destruction of a controlled substance (destroyed at your registered location),
• use the date the destruction occurred,
• the NDC and quantity of the item,
• a transaction code of Y
• the associate DEA number for the regional DEA office.

Product sent to a third-party for destruction are documented as a sale to the company. ARCOS
records should be created through the invoicing process using transaction code S.
If these activities occurred during a previous month, they should be reported as late transactions
using the I code in the Action Indicator column.

ARCOS reportable items that are returned from an unknown source need to be documented as an
addition to the inventory. This record is not generated by the system and needs to be created.

For an unsolicited return,
• use the date the product was received at the facility,
• the NDC and quantity of the item,
• a transaction code of V,
• the associate DEA number of UNKNOWN

The following are some sample lines from a report from the Distrack system., with a summary of
what it means.
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TRANSACTION CODES
(FROM PAGE 5-6 OF THE AR COS REGISTRANT HANDBOOK)

INVENTORY TRANSACTION CODES

I SCHEDULE CHANGE INVENTORY
3 YEAR-END INVENTORY

4 YEAR-END IN-PROCESS INVENTORY (MANUFACTURERS ONLY)
5 SPECIAL INVENTORY

8 NO YEAR-END INVENTORY

ACQUISITION TRANSACTION CODES (INCREASES TO INVENTORY)
P PURCHASE OR RECEIPT

R RETURN

V UNSOLICITED RETURN

W RECOVERED WASTE (MANUFACTURERS ONLY)
M MANUFACTURED (MANUFACTURERS ONLY)
G GOVERNMENT SUPPLIED

L REVERSING (MANUFACTURERS ONLY)
J RETURN OF SAMPLE TO INVENTORY (MANUFACTURERS ONLY)

DISPOSITION TRANSACTION CODES (DECREASES TO INVENTORY)
S SALE, DISPOSITION, OR TRANSFER
Y DESTROYED

T THEFT

N NONRECOVERABLE WASTE (MANUFACTURERS ONLY)
U USED IN PRODUCTION (MANUFACTURERS ONLY)
Z RECEIPT BY GOVERNMENT (SEIZURES, SAMPLES, ETC.)
Q SAMPLING (MANUFACTURERS ONLY)
K USED ON PREPARATIONS (MANUFACTURERS ONLY)

MISCELLANEOUS TRANSACTION CODES
F REORDER DEA-333 FORMS
X LOST IN TRANSIT

7 NO ARCOS ACTIVITY FOR THE CURRENT REPORTING PERIOD

12/28/99 Guide to Handling ARCOS Transactions 7
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What To Do When A Report Is Received From ARCOS:

1. Place the ARCOS template over the error report to separate the columns of information.
2. Identify the time period of the errors.
3. Retrieve the monthly report for that time period, to be used as reference.
4. Review the error code and the necessary correction action.
5. Determine if the error needs to be resubmitted. (Is it an ARCOS reportable item? Does

the record reflect an actual transfer of product?)

6. Research any information pertinent to the type of error (invoice, receiver, credit memo,
narcotic blank, etc.)

7. Create correction transactions in the ARCOS Maintenance Menu of the computer
system. These transactions should be made in the current month's tape and not in the
month of the original submission.

8. Make any necessary changes to the customer/vendor file or item file that could prevent
future errors.
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ERROR CODES
(FROM PAGE 7-5 OF THE ARCOS REGISTRANT HANDBOOK)

E01 REPORTING REGISTRANT NUMBER DOESN'T MATCH THE ONE ON THE CONTROL RECORD
E06 DELETE INDICATOR FIELD MUST BE BLANK OR MUST BE THE LETTERS "A", "D", OR "I"
E07 DELETE INDICATOR FIELD MUST BE BLANK IF A CORRECTION NUMBER IS PRESENT
E12 TRANSACTION DATE CONTAINS AN INVALID MONTH AND/OR AN INVALID DAY
E13 TRANSACTION DATE MUST BE THE LAST DAY OF THE REPORT MONTH OR QUARTER
E14 TRANSACTION CODE REQUIRED A YEAR-END DATE IN THE TRANSACTION DATE FIELD
E15 TRANSACTION DATE IS LATER THAN THE RUN DATE OF THE ARCOS 2 EDIT PROGRAM
E16 TRANSACTION DATE IS NOT WITHIN THE REPORTING REGISTRANTS REPORT PERIOD
E17 TRANSACTION DATE ISN'T WITHIN THE 2 YEAR DATE RANGE OF THE ARCOS SYSTEM
E21 CORRECTION NUMBER ENTERED IN INVALID. IT MUST BE NUMERIC
E22 CORRECTION NUMBER IS NOT IN THE ERROR FILE

E25 THE ARCOS EDIT STILL FOUND ERRORS ON THE CORRECTION TRANSACTION
E28 DATA ENTERED IN THE QUANTITY FIELD IS INVALID. IT-MUST BE NUMERIC.
E31 THE UNIT VALUE ENTERED CANNOT BE USED WITH THE ENTERED NDC NUMBER
E32 UNIT VALUE MUST BE BLANK, "D", "K", "1 ", "2", "3", "4", "5", "6"
E35 STRENGTH MUST BE BLANK FOR BULK FINISHED OR 0001 TO 1000 FOR BULK RAW
E36 STRENGTH IN INVALID. STRENGTH MUST BE BLANK OR NUMERIC
E40 TRANSACTION CODE IS INVALID. SEE THE ARCOS MANUAL FOR VALID CODES.
E41 TRANSACTION CODE IS RESERVED FOR DRUG MANUFACTURERS ONLY
E42 TRANSACTION CODE REQUIRES ASSOCIATE REGISTRANT NUMBER TO BE BLANK
E43 ASSOCIATE REGISTRANT NUMBER REQUIRES TRANSACTION CODE "Y", OR "G", OR "Z"
E44 TRANSACTION CODE CONFLICTS WITH THE NDC NUMBER'S CSA SCHEDULE
E45 TRANSACTION CODE REQUIRES AN ASSOCIATE REGISTRANT NUMBER ENTRY
E46 ASSOCIATE REGISTRANT NUMBER IS INVALID FOR TRANSACTION CODE "Y/G/Z"
E47 ASSOCIATE REGISTRANT NUMBER CAN'T EQUAL REPORTING REGISTRANT NUMBER
E48 ASSOCIATE REGISTRANT NUMBER IS NOT A VALID DEA REGISTRANT NUMBER
E49 ASSOCIATE REGISTRANT NUMBER IS INVALID FOR THE TRANSACTION CODE
E52 THE ORDER FORM NUMBER HAS NOT BEEN CORRECTLY ENTERED
E53 THE ORDER FORM NUMBER IS REQUIRED FOR SCHEDULE 1 & 2 DRUGS
E60 TRANSACTION CODE 1- AN INVENTORY RECORD ALREADY EXISTS
E61 TRANSACTION CODE 3 OR 8 - YEAR-END INVENTORY AMOUNT ALREADY EXISTS
E75 THE NDC NUMBER IS INVALID, IT CONTAINS ONE OR MORE SPACES
E76 THE NDC NUMBER IS NOT IN THE DRUG FILE

E77 NDC NUMBER ISN'T ARCOS REPORTABLE. DON'T SUBMIT CORRECTED TRANSACTION
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ARCOS Transaction Maintenance/AS400

Through the modified ARCOS Transaction Maintenance Menu, changes can be made not only to
transactions from the current month, but also transactions to previous months. All of the maintenance
must be done in the current reporting period to ensure that changes are added to the current month'stape.

Since transactions can now be from a variety of months (previous or current), the transaction ID willconsist of the year/month (YYMM) and sequence number (Seq), as shown on the far left of eachtransaction.

Screen 1
From the ARCOS File Maintenance Menu, you must select the file type and enter the report reference
date, as well as an access path. The file type can either be Monthly (MI), Annual (A), or Special (S). Amajority of the time, this selection will be M. The report reference date is the last date of the reporting
period you have selected. For example, if you want to look at the records for May 1999, then you
would enter M and 05311999. Through your selection of an access path, you make the determination
of how the transactions are sorted. Entering a ̀starting at' value can help to limit your search, but is notrequired. By leaving that field blank, the search will begin with the Iowest value of your selected
access path. The options for access path are:

1 = Corporate Item Number
2 = Blank Number
3 = NDC Number
4 = Customer Number
5 = Vendor Number
6 = DEA Number
7 = Sequence Number

Screen 2

After selecting the file type, the reference date, the access path and pressing enter, the next screen is
displayed. The columns appearing on the screen are:

Set = select transaction to update
Seq # = transaction ID
Trans Date = transaction date
Cd = transaction code
Dc = action indicator (only used for late, adjusted, and deleted transactions)
Cst/Vnd = customer or vendor number, depending on which access path was chosen
NDC/Item # = NDC or item number, depending on which access path was chosen
Quantity = transaction quantity
ASS Reg # = Associate registration number (DEA number of the other party involved in this
transaction)
Blank # = order form number (required for CH transactions only)

If you choose a ̀starting at' value in Screen 1, that equals a valid value for that access path, then that
value will be highlighted in all of the transactions where it is included.
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You can scroll through transactions with a higher value for the access path, but in order to viewtransactions with a lower value, you must enter another value into the ̀ start at' field at the top of thescreen and press F8. This 'start at' value is associated with the access path code selected on Screen 1.To select an alternative access path, press F12 to return to Screen 1.

To make a change to a transactions enter 12' in the ̀ Sel' column and press enter.  This will displaythe Change/Delete Current window. Changes can be made to any fields that are underlined. Aftercompleting the changes, press 'enter' and the transaction will be verified for accuracy and will beupdated in the file. This function can be used for any transaction in the current batch including thecurrent month's transactions, as well as any added, late or corrected transactions that have beenentered.

To delete a transaction, enter W in the ̀Sel' column and press ̀ enter'. This will display theChange/Delete Current window. No information can be entered into this pop-up window. Press<enter> to accept the delete. This function can be performed for any transaction that is displayed in thecurrent batch that is not already deleted, this includes the current month's transactions, as well as anyadded, late or corrected transactions that have been entered. Deleted transactions will be displayedwith an 'X' in the Dc column.

To add (current month) transactions, press fF6). This will display the Add Transaction pop-upwindow will appear requesting the required information. After completing the window, press <enter>and the transaction will be checked,for accuracy and a transaction ID will be assigned. This addfunction can only be used for transactions that have occurred in the current month. Adding transactionsfrom previous months is done using F14.

To add late (previous months) transactions,-press (F14). This will display the Late Transaction pop-up window will appear requesting the required information. You must assign a transaction M thatincludes the YYMM of the transaction and an original sequence number. The YYMM must be from aprevious month. After completing the window, press <enter> and the transaction will be checked foraccuracy and will be added to the batch. Late transactions will be noted with an 'I' in the Dc column.This function can only be used for transactions that have occurred in previous months.

To add corrected.(DEA specified) transactions, press W151. This will display the CorrectionTransaction pop-up window will appear requesting the required information. These transactions areidentified on the ARCOS-2 Error Report. The correction transaction record must contain 1) all thefields that were correct on the original submission including the original transaction identifier, 2) thecorrected field(s), and 3) the correction number. The YYMM must be from a previous month. Aftercompleting the window, press <enter> and the transaction will be checked for accuracy and will beadded to the batch. Corrected transactions will be noted with a correction number under the Corr#column. This function can only be used for transactions that have been identified as errors by the DEAand must not have occurred in the current month.

To adjust (previous months) transactions, press (F20) This will display the Adjustment, Deletionpop-up window will appear requesting the required information. This is to correct mistakes onpreviously submitted transactions. Once these are identified, wait until the error report is received fromARCOS. If the transaction appears on the error report, a correction must be made using F15. If thetransaction does not appear on the error report and was accepted by ARCOS, an adjustment must bemade using F20. The first record created will be coded 'D' in the Dc column. You will then be
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prompted to adjust the transaction to reflect correct information. The second record will be coded ̀ A'in the Dc column.

To delete (previous months) transactions, press (F211 This will display the Delete, Previous pop-upwindow will appear requesting the required information. This is to delete transactions that werepreviously submitted but should not have been. The record will be coded D in the Dc column.

To unfold the screen, press (F10). This will expand a single transaction to two lines and include thecustomer name and the item description.

To select all transactions that meet a'specified value in an access path, press (F7). This will put a2̀' in the ' Sel' column. If the transactions span for more than one page, you must page forward to thelast page of the highlighted transactions to select all of these transactions. If you press F7 without firstpaging forward, you will only select the specified transactions from the first page.

To mass update, press (175). This will display the Mass Change pop-up window. From this windowyou have the option to change the NDC, DEA number or Blank number from the first transaction youselected to another value. It is recommended that mass changes only be made to the field that was
selected in the access path.
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ARCOS File Maintenance - HP

Overview

In General:
The ARCOS File Maintenance screen allows the user to enter ARCOS File corrections. Thescreen was developed to replace the manual submission of corrections on ARCOS FORM 333which the DEA will no longer accept from registrants who submit monthly reportselectronically.

With the ARCOS file maintenance screen you have the ability to 1) make changes, additions
and deletions to transactions prior to submission to ARCOS, 2) make adjustments, additions
and deletions to transactions after acceptance by ARCOS, and 3) make corrections to
transactions rejected by ARCOS.

Detailed Procedures

The ARCOS File Maintenance Screen is located on the DEAMENUB. To access
DEAMENUB, log on to the live account and enter the following at the prompt: MENU
DEAMENUB

Select option #11, ARCOS File Maintenance. This will take you to the ARCOS File
Maintenance screen.

Note: Previous knowledge regarding the use of QUICK screens is needed to proceed with the
following procedures.
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NODE:F ACTION:
MAINTENANCE

PEA :RW0191318
ARCOS TRANISACTIQN

WITIM DfLtC ®IM 0' or, FUJ) (lip: C,, ,flo, 91L8.n-ti_ty + ; 7Lff"MFJ01
02
03
04
05
06
0.7
08
09
1̀ 0
1,1
12
1,3
14

~1 11101/96 $ 960224487 00024027402 AN1471515
11/01/96 a 00172564370

_3
AN1471515—2

_ 3 11/01/96 $ _ 960224488 00074113403
—1

10 AN1471515
_ 4 11/01196 1 000440728Q2 1 DB3984413
_ 5 11/01/96 $ X 00785635001

—
1 DA3885160

6 11/01/96 1 00044072703 AT9562023
_ 7 11101/96 a 00044072803

—1
AT9562023

_ 8 11/01/96 a 60432045716
_1

1 AT9562023
9 11/01/96 1 51079042099

_
OC3621047

_10 11101/96 2 50752029205
~1

1 884696590
11101/96 a 51079042020 Al1Y103454—11

19 11/01/96 a 504ZO 90201
—1
1 OK3045211

11101/96 $ 50474090760
_

 2 A83310315_18
14 11101196 a 50474090260 22 5N0963795_
15 11101/96 a Q 961420472 00008072901 1 A05706861

This is a standard QUICK screen which allows the user to enter information needed tocon ect
ARCOS transactions.

The Screen starts in find mode. The Screen will request the Trans ID to find or the user may hit
enter to scan the file.

To chance transactions 
Changes to transactions may be made using the Find/Change command (F2). Once a
transaction has been selected either by transaction identifier or by line number, the date field is
erased for change. If no change is required, press <enter> and the next field will be erased and
the date will reappear. Continue this process through the entire line, making change(s) where
needed. When completed with the line, press F6 to update the file. The change function can be
used for any transactions in the current batch including the current months. transactions, as well
as any transactions added from previous months.

To add (current month) transactions 
Transactions for the current month can be added using the Add Trans Curr Mo command (F4).
The system will assign the next available transaction number. You will be required to add the
rest of the information, pressing <enter> to tab through the fields. When the record is
complete, press F6 to update the file. The system will only accept a date within the current
month. To add a transaction from a previous month, use FS.
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To add late (previous months) transactions 
Transactions for previous months can be added using the Add Trans Prev Mo command (FS).
You will be required to assign the transaction number using the next sequential number for that
previous months batch- You will also be required to add the rest of the information for that
transaction, pressing <enter> to tab through the fields. When the record is complete, press F6
to update the file. The system will require that the transaction date be from a previous month.
To delete transactions
Transactions from the current month can be deleted using the Delete Trans command (F7).
You will be required to identify the transaction by transaction identifier or line number. The
transaction will be coded with an 'X' and will be excluded from the tape. You must press F6 to
update the file.

To delete (previous months) transactions 
Transactions from previous months can be deleted by using a two step process of adding a
previous months transaction and changing the code. First, add a transaction from a previous
month using F5, keying in all of the required fields, pressing <enter> to tab through the fields.
When the record is complete, you have the option of updating or changing it. To change the
record, type the line number of the transaction (1) in the ̀ action' field, then change the 'I' in the
Dc column to 'D'. Press F6 to update the file.

To adjust (previous months) transactions
Transactions from previous months can be adjusted by using a deletion from a previous month,
in combination with a previous month add and a change of the code. First, add a transaction
from a previous month using F5, keying in all of the information from the original transaction,
pressing <enter> to tab through the fields. When the record is complete, change the code in the
Dc column from 'I' to 'D'. Press F6 to update the file. A second transaction then needs to be
added, containing all the fields that were correct on the original submission including the
original transaction identifier, the corrected fields, and the correction number. When the record
is complete, change the code in the DC column from 'I' to W. Press F6 to update the file.

To add corrected (DEA specified) transactions 
Transactions for correction can be done using a previous month add, including a correction
number, then deleting the 'I' code. First, add a transaction from a previous month using F5,
keying in all of the information from the original transaction, pressing <enter> to tab through
the fields. Remember to include the correction number assigned to the transaction on the
ARCOS Error Report. When the record is complete, remove the code in the Dc column. Press
F6 to update the file.
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Screen Definitions

Field Name Field Description

Trans No. The ARCOS Transaction Identifier.

Date The transaction date, format of MNDDYY. Do not enter slashes
the screen with auto format the field.

Cd Transaction Code. When in this field use Function key <F1>
"HELP" for a list of acceptable transaction codes.

Dc Delete Indicator. This field is used to mark ARCOS transactions
for delete. When in this field use Function key <F1> "HELP" for
a list of acceptable delete codes.

Order Form The Order Form Number

N.D.C. No. The National Drug Code number.

Quantity The Quantity.

Assoc Reg# The Associated DEA Registration Number.

Correct # The ARCOS Correction Identifier.
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Screen Definitions

Function Key Label Function Key Description

F1 HELP This will give Help on the screen when used in the Action Box
and will give help for a specific field when used in that field.

F2 Find /
Change

This is used to find transaction by a Trans ID or to scan the file.
After finding a transaction, enter the line number of the
transaction to modify the data in a field.

F3 Find
By Date

This function key will allow the user to retrieve all the
transactions for a specific date.

F4 AddTrans
Curr Mo.

This will allow the user to add a transaction for the current
month.

FS AddTrans
Prev Mo. The will allow the user to add a transaction for a prior month.

F6 Update After changing, adding or deleting any transactions this function
key MUST be used to permanently save the transaction.

F7 Delete
Trans

This function key is used to mark a transaction for delete.

F8 Exit This key will allow the user to exit from the screen.
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INTRODUCTION

The Drug Enforcement Administration (DEA) is the primary federal law enforcement agencycharged with combating drug abuse in this country. Established in 1973, it is a combination ofthe agencies formerly known as the Bureau of Narcotic and Dangerous Drugs, the Office forDrug Abuse Law Enforcement, the Office of National Narcotic Intelligence, and certain drugrelated elements of both the Bureau of Customs and the Office of Science and Technology. Theintent of the amalgamation of agencies is to eliminate the piecemeal approach to the control ofnarcotics and dangerous drug and, by coordinating the effort, to control more effectivelynarcotic and dangerous drug activity and abuse.

Prior to this amalgamation of agencies, the laws on the control of drugs were collected andconformed into one piece of legislation, the Comprehensive Drug Abuse Protection Control Actof 1970 (the "Controlled Substance Act'D. This act consolidated over 50 pieces of legislationthat had been enacted in piecemeal fashion since 1914. The trust of this Controlled SubstanceAct is the improvement of the administration and regulation of manufacturing, distribution, anddispensing of controlled substances by establishing a "closed" system for legitimate drughandlers so that controlled drugs can be traced from their origin to their eventual user.

The act contains nine major control mechanisms that apply to the manufacture, purchase anddistribution of substances subject to the act. They are:
• registration of handlers;
• record keeping requirements;
• manufacturing quotas;
• distribution iestriction;
• limitations on imports and exports;
• conditions of storage of drugs;
• reports of transactions to the government; and
• criminal, civil and administrative penalties for violations.

Each of these mechanisms has a considerable impact upon the industry, especially the penalties andloss of registration provisions. Each violation of the act (which may be as little as misplacing onebottle of controlled substances) is punishable up to 15 years imprisonment and $10,000 in fines. Inaddition, a relatively speedy administrative hearing can result in a finding of inadequate security.Such a finding could lead to loss of registration, effectively putting a company out of the controlleddrugs distribution business. It has, therefore, become a cast justified good business practice toestablish effective control measures in the first instance. DEA, like most other federal agencies,prefers voluntary rather than forced compliance.
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The DEA Diversion Control Program is responsible for implementing and maintaining controlsover the distribution of legally produced controlled substances into the illegal market. Thediversion control program operates through: periodic investigations to ensure that record keeping,reporting, and security requirements are being met; targeted investigations (for violativeregistrants); preregistration investigations; and organized system of destruction; manufacturingquotas; and drug scheduling (collection of abuse and diversion information). Periodic inspectionsare conducted as circumstances may require, based in part on the registrant's history of complianceand maintenance of effective controls to guard against the diversion of controlled substances.

This manual is intended as a resource to the Controlled Substance Act and Regulations. It isintended as a guide so that you can better understand DEA's function. Further, it is intended to helpyou learn to deal with the agency that has and tremendous impact on our business.

In addition to this manual, you should also have the following DEA publications available for readyreference:

Code of Federal Regulations 21. Food and Drugs
Part 1300 to End — available from:

Superintendent of Documents
U.S. Government Printing Office
Washington, D.C. 20402
(202) 783-3238

ARCOS Reporting Manual — available from:

United States Department of Justice
Drug Enforcement Administration
ARCOS Unit, P.O. Box 27273
Central Station
Washington, D.C. 20038-7273
(202)307-8600

Note: The Automation of Reports and Consolidated Orders System (ARCOS) is the automated systemdeveloped by DEA to monitor selected controlled substances. ARCOS software enables the government tomaintain a current and historical record of controlled substance inventories and transactions from the pointof manufacture to the point of sale, distribution, or other disposition, and finally, to the dispensing(consumption) level.
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INVENTORY

There are specific regulations with regards to inventory. DEA requires a biennialinventory, and a year-end ARCOS inventory. As company policy, periodic inventoriesare recommended. Unless otherwise specified, the general requirements pertain to eachtype of inventory. Refer to Procedural Security for additional information on thePhysical Verification of Controlled Substances.

Biennial
(21 CFR 1304.11(c))
Frequency. Every two years, the wholesaler is required to take a physical inventory of allcontrolled drug stocks on hand.

When. The regular biennial inventory date is every two years from the date the wholesaler
initially became registered to distribute controlled substances. Thus, for all firms who
were provisionally registered on May 1, 1971, the biennial inventory date is May I" every
odd year. For any firm registered after May 1, 1971, or which has been issued a new
registration since May 1, 1971, the regular inventory date is two years from the initial date
of registration, e.g., Firm A which first became registered on August 21, 1974, has a
regular biennial inventory date of August 21 every even year. The wholesaler may take the
inventory within four days of the inventory date if he/she notifies the DEA special agent in
charge in advance.

Cardinal Health has received authorized from DEA for all Cardinal Health locations to
conduct biennial inventories on December 31 of even numbered years.

Year-End ARCOS
(21 CFR 130433 (b))
Frequency. Every year, the wholesaler is required to take a physical inventory of all
reportable controlled substances on hand.
When. The inventory should report the stock on hand as of the close of business on
December 31st.
Reporting. A report of the inventory shall be filed with the ARCOS Unit of the Drug
Enforcement Administration by January 15th of the following year.
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Periodic
(21 CFR 1304.11)

Frequency. A daily count of controlled substances and narcotics having movement (sales,purchases, and returns) on the previous day should be conducted, and a monthly count ofall controlled substances in the facility.

When. Counts should be conducted as close to the end of day processing so as not tointerfere with the current day's business. The monthly count should be conducted as closeto the same time each month as possible.

General Requirements
Newly Controlled Drugs. An initial inventory must be taken of all stocks on hand of anewly controlled drug on the effective date of control. Subsequently, the newly controlleddrug will be reinventoried on the same date as all other controlled drugs. (21 CFR 1304.11(d))

Note: Many wholesalers have been cited for missing the initial inventory date onnewly controlled drugs. For example, anabolic steroids were controlled (Schedule111) effective February 27, 1991, and an initial inventory should have been taken onthat date.

Drugs to Be Included. All controlled substances on hand as of the inventory date must beincluded. Returns, damaged goods, and any other drugs awaiting disposal must beinventoried.

Note: Wholesalers often overlook returns and drugs awaiting disposal in takinginventory.

Retention of Inventory Records. The record must be retained for two years from the date theinventory was taken and must be available for DEA inspection at the registered location where theinventory was made. (21 CFR 1304.04)

Note: State record keeping requirements may be more than two years and records shouldbe maintained accordingly.
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DEA REGISTRATION

Detecting Fraudulent Registration Numbers
A DEA registration number consists of a two-character prefix and a seven-character suffixwhich are determined as follows:

Prefix. 1St character is A or B for all practitioners, hospitals, pharmacies and teachinginstitutions; it is P or R for all other classes of registrants. M is used for mid-levelpractitioners (MLP). (Refer to DEA Correspondence 8/25193). The 2nd character isthe first letter of the registrant's last name if an individual, or the first letter in the firstword of the name if a firm (Note, a "9" is inserted in this position if the firm's namebegins with a number—e.g., "101 A Street, Inc.').

Suffix. The suffix contains seven numeric characters, the seventh of which is a checkdigit that is determined as follows:

Add the number of the I"' 3 d̀ and 5"h characters to twice the sum of the 2"d, 4" and 6'hcharacters; if the total is a single-digit number, that number is the check digit; if thetotal is a two-digit number, the digit in the ones column is the check digit and isinserted in the seventh position.

Checking Expiration Dates
A system to verify the renewal of registration number can be standardized by expirationdate because all registrations with the same second character in the prefix expire on thesame date. The expiration dates for these characters are:

January 31 M July 31 B
February 28 S August 31 C, E
March 31 L, P September 30 F, G
April 30 Q, R, 9 October 3 l H, N
May 31 U, V, W, X, Y, Z November 30 I, T
June 30 A, D December 31 J, K, 0

Note: Practitioners, hospitals, pharmacies, and teaching institutions re-register every
three years. All others register annually.

12/28/99

FOIA Confidential
Treatment Requested By

Cardinal

Training Manual 3-1

CAH SWE 019160

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384023
P-0932000129



DEA Registration Verification
(21 CFR 1301.74(a))

The wholesaler is responsible for verifying that customers possess a valid, current DEACertificate of Registration (Exhibit J). DEA will not verify routinely, and it is left to thewholesaler to develop a system. There are several methods the wholesaler may use.

Cardinal's policy and procedure requires that new accounts provide a photocopy of acurrent DEA registration prior to being allowed to purchase controlled substances. Acopy of the account's state license should be obtained at the same time.
Registration expiration dates for existing accounts are monitored on a monthly basis.Those accounts whose registration is due to expire are contacted either by letter, telephone,or sales representative and are requested to provide an updated copy of their registration(Exhibits K, L). A copy of the state license should also be requested.
In addition, the computer system prohibits the purchase of controlled substances by anycustomer who does not have a DEA registration number loaded into the computer systemor whose registration has expired. The system also limits the purchase of controlledsubstances to the schedules for which the customer is registered.
Cardinal purchases, on a quarterly basis, a tape from the DEA of all current registrations.
This tape is run against each division's customer database. The Quarterly DEA
Exception Report (Exhibit 1) is a listing of all customers in a division's database whose
DEA number or expiration date does not match the DEA database. Review and
maintenance of this report must be done to assure sales of controlled substances are only
made to current registrants of the DEA.

Questioned Registrations
Whenever there is reason to question a customer's registration (i.e., the number does not
pass the check digit, there is a question whether the registration includes the schedules)
ordered or a pharmacy has changed hands and the new owner is using the old DEA
number), further inquiry should be made to ensure that the customer is properly registered.
The local DEA office will check this type of situation. Calls to the local DEA office
should be documented on a Regulatory Agency Contact Form (Form #1).

Delayed Registration Renewal Certificates
From time to time, computer delays at DEA cause customer renewals to be late, even
though renewal applications were submitted in a timely fashion. When the customer tells
the wholesaler that this has occurred, the wholesaler should contact the local DEA office to
confirm this fact and to authorize continued shipments. If the authorization is made by
telephone, the wholesaler should write down the confirmation, including the name of the
authorizing DEA official, the date, and the details of the authorization. Document this on a
Regulatory Agency Contact Form. Refer to DEA Correspondence 9/7193.
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Modification of DEA Registration
When a registrant moves to a new location, they must have the new location inspected bythe DEA and obtain a new DEA registration with a corrected address. Many customerscontinue to use the old registration and expect that their controlled substance orders will bedelivered to the new address. This is a violation of DEA regulations. Controlledsubstances can only be shipped to properly registered location and only to the addresslisted on the registration. (21 CFR 1301.51)

Transfer of Ownership

For a change of pharmacy ownership and continuing operation on a previous owner's DEAregistration, the primary condition is that both the buyer and seller enter into a LimitedPower Of Attorney (Form #25) that specifically sets forth the following:

• The seller agrees to allow the controlled substance activities of the pharmacy to becarried out under the seller's DEA registration;

• The seller agrees to allow the buyer to carry out the controlled substance activities ofthe pharmacy, including the ordering of controlled substances, as an agent of the seller;
• The seller acknowledges that, as the registrant, they will be held accountable for anyviolations of controlled substance laws which may occur; and

• The buyer agrees that the controlled substance activities of the pharmacy may becarried out under- the seller's registration for no more than 45 days after the purchasedate, which shall be recorded in the agreement.
Prior to selling product to the new owner, you should obtain a copy of the Power OfAttorney and file it with the copy of the previous owner's DEA registration certificate.
In addition, you must monitor the 45-day limit on controlled substance activity imposed aspart of this policy. Refer to DEA Correspondence 8/25/93.

Termination of DEA Registration
(21 CFR 1301.52)

The closing of a facility requires that a DEA certificate of registration be terminated. Atleast 14 days prior to close and controlled substance transfer, submit a registered orcertified letter, return receipt requested, to local DEA supervisor containing the followinginformation:

• name, address, registration number of distribution center which is transferring thecontrolled substances and associated records and terminating the registration,
• name, address, registration number of distribution center to whom the controlled

substances and associated records will be transferred,
• date of the controlled substance transfer and a description of the proposed transferprocedure,

• date and time of termination.
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Contact state licensing agencies and follow their specific .procedures for registrationtermination.

On the date of the transfer, a complete inventory of all controlled substances beingtransferred must be taken. A copy must be maintained with the records for eachdistribution center. The transfer must be documented as a purchase and sale. Purchaseorders, 222's, invoices and receiving documents must be created.
The Corporate Compliance Department will arrange and supervise the transfer of allcontrolled substances.

Upon termination of the registration, submit to the regional DEA office by registered orcertified mail, return receipt requested, a cover letter and the following:
• DEA Certificate of Registration,

• unused DEA Forms 222.

Chemical Registration
Any person or persons who distribute products covered by the Methampetanune ControlAct (ephedrine, pseudoephedrine, phenylpropanolamine) must have either a controlledsubstance registration or a chemical registration. They do not have to possess bothregistrations. Registrations must be renewed annually.
A DEA chemical registration number consists of a six character prefix and a threecharacter suffix which are determined as follows:
Prefix. The prefix contains six numeric characters. There is no check digit as in acontrolled substance registration.

Suffix. The suffix contains three alpha characters. The first is the first letter in theregistrants name. The second is a random letter and the third identifies the activity of theregistrant as listed below.

W - Manufacturer

Y - Distributor

V - Retail Distributor

X - Importer

Z - Exporter
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ORDER FORMS
(21 CFR 1305)

All transactions of Schedule I and II substances must be made on federal order forms -DEA Form 222 (Exhibit O). Any exceptions to this requirement must be approved byDEA on a case-by-case basis. Purchases from vendors and returns from customers areexecuted on order forms issued by Cardinal Health. Sales to customers are executed onorder forms.issued by the customer.

Obtaining and Executing Order Forms
Only persons registered to handle Schedule I and/or Il substances may obtain order forms.
Order forms may be executed only on behalf of the registrant named on the order form
provided that the registrant currently is registered to handle the scheduled substances
ordered.

When blanks are received from the DEA, the order form numbers should be logged on the
DEA Narcotic Blank Log (Form #4), and kept in the vault for safekeeping, pending use.

Separate Records Requirement
DEA has taken the position that order forms are the primary record of Schedule II
transactions and, therefore, that the maintenance of order forms in a separate file satisfies
the requirement that records of Schedule H transactions be maintained separately.
Secondary records (e.g., invoices accompanying order forms) are not required to be
maintained separately.

Purchases and Returns of Schedule I and II substances 

Procedure for Executing Order Forms
(21 CFR 1305.06)

• The purchaser simultaneously prepares and executes order forms in triplicate by
means of interleaved carbon sheets which are part of the DEA Form 222. Order
forms are prepared by use of a typewriter, pen or indelible pencil. A wholesaler
may consider rejecting any Form 222 completed in pencil, indelible or not, as the
identification of indelible over regular lead is tenuous at best.
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• Only one item is entered on each numbered line. There are 10 lines on each orderform. Some registrants still are using the old five-line order forms, which are valid.If one order form is insufficient to include all items in an order, additional forms areused. The last line completed is noted on that form in the space provided. Thisnumber should correspond to the number of lines used. For example, if two linesare used on an order form to describe one item, the number of lines completed atthe bottom is two.

• An item consists of one or more commercial or bulk containers of the samefinished or bulk form and quantity of the same substance; a separate item is madefor each commercial or bulk container of different finished or bulk form, quantity
or substance. For each item, the form should show the name of the productordered, the finished or bulk form of the product (e.g., 10-mg. tablet, 10-mg.concentration per fluid ounce or milliliter or U.S.P), the number of units or volumein each commercial or bulk container (e.g., 10 kilograms), the number ofcommercial or bulk containers ordered, and the name and quantity per unit of thecontrolled substance or substances contained in the product if not in pure form.The catalogue number of the product may be included at the discretion of thepurchaser.

• The correct name and address of the supplier from whom the controlled substancesare being ordered is entered on the form. Only one supplier may be listed on anyone form.

• Each order form is signed and dated by a person authorized to sign a requisition fororder forms on behalf of the purchaser pursuant to 21CFR 1305.05(c). The nameof the purchaser, if different from the individual signing the order form, is insertedin the signature space. Unexecuted order forms may  kept and may be executedat a location other than the registered location printed on the form provided that allunexecuted forms are delivered promptly to the registered location upon an
inspection of such location by any officer authorized to make inspection or toenforce any federal, state or local law regarding controlled substances.

Centralized Purchasing of Schedule H Drugs
When the ordering of schedule II drugs and the processing of the DEA Forms 222 ishandled by Corporate Purchasing, the following steps are taken:
• Corporate Purchasing orders DEA Form 222's by contacting the appropriate DEAoffice or the DEA Registration Unit in Washington, D.C., or by completing a 222

Requisition Form.

Note: All 222 Requisition Forms received by the divisions should be forwarded to
Corporate Purchasing.
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• Order Form Books are received at the division.

• The division logs the order form numbers onto the DEA Narcotic Blank Log.
• Division retains adequate supply of order forms for emergency purchases and customerreturn buybacks and forwards remainder to Corporate Purchasing, along with a copy ofthe DEA Narcotic Blank Log.

• Corporate Purchasing receives and stores order forms in a secure area. CorporatePurchasing contacts division if numbers are out of sequence or an order form ismissing.

• Corporate Purchasing creates Schedule II purchase order and completes order formaccording to DEA regulations (21 CFR 1305.06).

• Copy 1 (brown) and Copy 2 (green) copies of order form are mailed to the vendor;Copy 3 (blue) is mailed to the division. Corporate Purchasing makes copy of the orderform for purchasing records.

Note: All three copies of voided order forms must be sent to the division.
• Corporate Purchasing adds order form numbers to purchase orders and transmitspurchase order file to the division.

• Division receives Copy 3 (blue) copy of order form and records appropriateinformation onto DEA Narcotic Blank Log. Division contacts Corporate Purchasingif numbers are out of sequence or an order form is missing.

Power of Attorney
(21 CFR 1305.07)

Any purchaser may authorize one or more individuals, whether or not located at theregistered location of the purchaser, to obtain and execute order forms on his/her behalf byexecuting a Power of Attorney (Form #2) for each such individual. The Power OfAttorney is signed by the same person who signed or was authorized to sign, the mostrecent application for registration or re-registration and by the individual being authorizedto obtain and execute order forms. The power of attorney is filed with the executed orderforms of the purchaser, and retained for the same period as any order form bearing thesignature of the attorney. The power of attorney should be available for inspectiontogether with other order form records. Any power of attorney may be revoked at any timeby executing a Notice Of Revocation (Form #3), signed by the person who signed (or wasauthorized to sign) the power of attorney or by a successor, or by whomever signed themost recent application for registration or re-registration, and filing it with the power ofattorney being revoked.
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Sales, of Schedule I and II Substances 

Procedure for Filling Order Forms
(21 CFR 1305.09)

• The purchaser submits copy 1 (brown) and copy 2 (green) of the order form to the
supplier and retains copy 3 (blue) in his/her own files.

Note: Order forms given by customers to contract drivers for eventual
delivery to the distribution center must be in a sealed envelope. The driver
should have no knowledge of the contents of the order form. Refer to DEA
Correspondence 07-18-96.

• The supplier fills the order, if possible and if the supplier desires to do so, and
records on copies I (brown) and 2 (green) the number of commercial and bulk
containers furnished on each item and the date on which such containers are
shipped to the purchaser. If an order cannot be filled in its entirety, it may be filled
in part and the balance supplied by additional shipments within 60 days after its
execution by the purchaser, except as noted below.

• The controlled substances are shipped to the purchaser at the location printed by the
administration on the order form, except as noted below.

• The supplier retains copy 1(brown) of the order form for his/her own files and
forwards copy 2 (green) to the special agent in charge of the DEA field office in the
area in which the supplier is located. Copy 2 (green) is forwarded at the close of
the month during which the order is filled; if an order is filled by partial shipments,
copy 2 (green) is forwarded at the close of the month during which the final
shipment is made or during which the 60-day validity period expires.

• The purchaser records on copy 3 (blue) of the order form the number of
commercial or bulk containers furnished on each item and the dates on which such
containers are received by the purchaser.

Note: Order forms submitted by registered procurement officers of the Armed
Services Medical Procurement Agency for delivery to armed services
establishments within the United States may be shipped to locations other than the
location printed on the order forms, and in partial shipments at different times not
to exceed six months from the date of the order, as designated by the procurement
officer when submitting the order.

Note: DEA Policy is that the wholesaler or a "direct proprietary agent" of the
wholesaler must have the order form in hand before the product is released. The
direct proprietary agent can be a sales representative, a depot supervisor or a
driver (not common or contract).
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Substitutions
It is acceptable to substitute generic product for generic product, generic product for brandname product, or brand name product for generic product provided that the products areequivalent, the name and the NDC number of the actual product shipped are reflected onthe order form, and the purchaser agrees to the substitution. Refer to DEACorrespondence 6/29/92.

Faxing Narcotic Order Forms
DEA, as a matter of policy, has stated that they will allow the faxing of order forms whenit involves a direct transmission from the customer to the wholesaler; however, the ordermay not leave the distribution center until the original order form arrives at the distributioncenter or is in the possession of a direct proprietary agent of the wholesaler. DEA maygrant approval in emergency situations on a case-by-case basis for shipping the orderbefore receiving the order form.

The DEA is also not opposed to having order forms faxed from depots to the wholesalerwhen the following conditions are met:
• The original order forms, when delivered to the depot, are in the possession of anemployee of the wholesaler who is familiar with order form regulations.
• The order forms and a DEA 222 Transmission Log (Form #5) are faxed to the

division and order form receipt is verified to the log.
• Narcotic orders are not released at the depot unless there is a corresponding order

form.
• The regulatory requirements for the processing of DEA Form 222 are strictly adhered

to.
This procedure shall not be used unless the depot operation is supervised by a Cardinal
employee, the Cardinal employee faxes the order forms, and the Cardinal employee
maintains possession of the original order forms until the order forms are exchanged for
the controlled substances.

DEA will not permit, under any circumstances, the faxing of order forms from contract
carrier crossdock locations by contract carrier employees. Refer to DEA
Correspondence 07-18-96 and 08-28-96.

The faxing of 222s for customers serviced by contract carriers must be handled as follows:

FROM THE CROSSDOCK:

1. Contract delivery drivers deliver original 222s in sealed envelopes to contract carrier
crossdock supervisor.

2. Crossdock supervisor delivers sealed envelopes containing 222s to Cardinal crossdock
employee.

3. Cardinal crossdock employee removes 222s from envelopes and completes DEA222
Transmission Log (Form #5).
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4. Cardinal employee faxes 222s to distribution center. This should be done using onetransmission and the DEA222 Transmission Log should be the last page of thefax.

5. Fax is received in distribution center by Operations Manager or designee.

6.. Operations Manager or designee verifies faxed 222s received with information on theDEA 222 Transmission Log. Faxed copies of 222s are checked for legibility andcompliance and are processed according to DEA regulations.

a) If any discrepancies exist that would require 222s to be re-faxed, Operations
Manager or designee contacts Cardinal crossdock employee.

7. Cardinal crossdock employee places original 222s in a sealed envelope for delivery tothe distribution center.

8. Operations Manager or designee delivers faxed 222s to the vault.

9. Vault clerk fills orders and files faxed 222s. Orders are held until original 222s arriveat the distribution center and are compared to the orders.

FROM THE CUSTOMER:

1. Customer faxes 222 directly to the distribution center.

2. Operations Manager or designee checks 222 for legibility and compliance andprocesses according to DEA regulations.

a) If any discrepancies exist that would require 222 to be re-faxed, Operations Manageror designee contracts the customer.

3. Customer gives original 222 to contract delivery driver in a sealed envelope fordelivery to distribution center.

4. Operations Manager or designee delivers faxed 222 to the vault.

5. Vault clerk fills order and files faxed 222. The order is held until the original 222arrives at the distribution center and is compared to the order.

Preservation of Order Forms
(21 CFR 1305.13)

• The purchaser retains copy 3 (blue) of each filled order form. The purchaser alsoretains in his/her files all copies of each unaccepted or defective order form and any
statements attached to them.
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• Thd supplier retains copy 1 (brown) of each order form that has been filled.

• Order forms must be maintained separately from all other records of inspection for twoyears (as are all records of controlled substance transactions). If a purchaser hasseveral registered locations, copy 3 (blue) of the executed order forms and any attachedstatements or other related documents (not including unexecuted order forms whichmay be kept elsewhere pursuant to (21 CFR 1305.06 (d)) must be kept at the registeredlocation printed on the order form.

Note: State record keeping requirements may be more than two years and recordsshould be maintained accordingly.

Unaccepted and Defective Order Forms
(21 CFR 1305.11)

Federal regulations applicable to the handling of such order forms are as follows:
• No Order Form shall be filled if it:

(1) Is not complete, legible, or properly prepared, executed, or endorsed; or
(2) Shows any alteration, erasure, or change of any description.

• If an Order Form cannot be filled for any reason under this section, the supplier shallreturn Copies 1 (brown) and 2 (green) to the purchaser with a statement as to the reason(e.g., illegible or altered). A supplier may for any reason refuse to accept the order; astatement that the order is not accepted shall be sufficient for purposes of thisparagraph.

• When received by the purchaser, Copies 1 (brown) and 2 (green) of the Order Formand the statement shall be attached to Copy 3 (blue) and retained in the files of thepurchaser in accordance with 21 CFR 1305.13. A defective Order Form may not becorrected; it must be replaced by a new Order Form in order for the order to be filled.

• Any information which is pre-printed on the order form rhay not be altered in any way.

Pursuant to these regulations, order forms should be returned to the customer under thefollowing circumstances:

• The writing is illegible or it is otherwise impossible to identify a customer'sregistration number, items specified or quantities, or there is improper execution orendorsement.
• There are alterations, erasures, or changes resulting in questions regarding theidentity of the customer, customer's registration number, items or quantities.
• Signatures are omitted.

• Sixty days have elapsed from the date of execution by the purchaser.
• The last line completed is greater than the last line specified.
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• The number of line items is greater than the total number of items specified.
• Customer voids a line.

Federal order forms which identify the customer's registration number, items andquantities, and which are properly signed but are incomplete or have minor errors may becorrected to the following extent:

• The supplier's name, address, city, state, or zip code may be added when omitted by
the customer.

• The supplier's address, city, state or zip code may be corrected.

• The date of the order may be added when omitted. Whenever possible, the postal date
on the envelope should be used.

• It is permitted to add or change hydrochloride, sulfate, phosphate, ampules, tablets, etc.
if the customer's order is correct in all respects except that it is specified in error; for
example, specifies capsules and the product requested is properly designated and
supplied in tablets.

• A letter or digit in the National Drug Code designation may be corrected if the
controlled substance is described correctly, or the strength stated may be corrected if
the quantity of controlled substance is not increased in any way.

• Order forms may be accepted when the customer has sent all three copies of the form
to the supplier, but the customer's copy must be forwarded to him in advance of the
shipping product.

• Order forms received by the supplier without interleaf carbon may be accepted, but the
supplier must insert a replacement carbon between the forms before making any entries
on the form.

• If a form is received which lists a package amount which is unavailable, a lesser
amount may be shipped (e.g. order is for package size 100, if unavailable may ship
package size 50), or if a form is received which lists a package amount which is
unavailable, different package sizes not to exceed the original amount may be shipped
(e.g. ordered 1 x 1000, may ship 10 x 100).

• Lesser number of line items ordered than line items specified, if the supplier crosses
out the remaining lines before filling the form.

• Last line completed has been incorrectly noted. The order form should not be rejected
when it is clear that this is due to misinterpretation, rather than an attempt to facilitate
diversion.

A single item must be canceled for the following reasons, but the balance of the order may
be shipped:

• If the number of packages, size of package, or strength has been altered by the person
preparing the order form.
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• If the item requested is discontinued or not listed, or is a non-controlled substance or isa controlled substance other than a Schedule I or H controlled substance.
• Strength is dittoed on the order form rather than designated.
• Strength is omitted (except trademark items when National Drug Code number islisted).

• Size of package incorrectly stated (quantity may be reduced).
• Size of package omitted.

• When a multiple item order is properly prepared and complete in all other respects buta single item has a non-correctable defect, this item may be canceled in lieu ofreturning the order form to the customer.

Refer to DEA Correspondences 6/29/9'2,12/16/92, 7/28/94, and 9/14/95 for regulatoryinterpretations.

Cancellation and Voiding of Order Forms
(21 CFR 1305.15)

• A purchaser may cancel part or all of an order on an order form by notifying the
supplier in writing of such cancellation. The supplier indicates the cancellation on
copies 1 (brown) and 2 (green) of the order form by drawing a line through the
canceled items and printing "Canceled" in the space provided for number of items
shipped.

• A supplier may void part or all of an order form by notifying the purchaser in
writing of such voiding on an Order Form Rejection Notification (Form #6).
The supplier should keep a copy of the order form and the notification. The
supplier indicates the voiding in the manner prescribed for cancellation in
paragraph (a) of this section.

• No cancellation or voiding permitted by this section affects in any way contract
rights of either the purchaser of the supplier.

Narcotic Order Form Review

The DEA has established specific criteria for the acceptance of Narcotic Order Forms. Toassure that the appropriate personnel receive continuous training with respect to theseregulatory requirements, the previous day's Narcotic Order Forms must be reviewed forcompliance with DEA regulations. Complete a Narcotic Order Review Form (Form 47)for any order forms that were processed in violation of DEA regulations. Discussviolations and the appropriate responsive action with personnel involved. File the NarcoticOrder Review Form with a copy of the corresponding DEA Form 222.
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Procedure for Endorsing Order Forms
(21 CFR 1305.10)

• An order form made out to any supplier who cannot fill all or part of the order
within the time Iimitation set forth in 1305.09 may be endorsed to another supplier
for filling. The endorsement is made only by the supplier to whom the order formwas first made, states (in the space provided on the reverse sides of copies 1(brown) and 2 (green) of the order form) the name and address of the second
supplier, and is signed by the person authorized to obtain and execute order forms
on behalf of the first supplier. The first supplier may not fill any part of an order on
an endorsed form. The second supplier fills the order if possible and if the supplier
desires to do so, in accordance with 21 CFR 1305.09(b),(c) and (d) including
shipping all substances directly to the purchaser.

• Distribution made on endorsed forms is reported by the second supplier in the same
manner as all other distributions except that where the name of the supplier is
requested on the reporting form, the second supplier records the name, address and
registration number of the first supplier.

Lost or Stolen Order Forms
(21 CFR 1305.12)

• If a purchaser ascertains that an unfilled order form has been lost, the purchaser
should execute another in triplicate and a statement containing the serial number
and date of the lost form, and stating that the goods ordered in the first order form
were not received through loss of that order form. Copy 3 (blue) of the second
order form and a copy of the statement are retained with copy 3 (blue) of the order
form first executed. A copy of the statement is attached to copies 1 (brown) and 2
(green) of the second order form sent to the supplier. If the first order form
subsequently is received by the supplier to whom it was directed, the supplier
marks it as "Not accepted" and returns copies 1 (brown) and 2 (green) to the
purchaser, who attaches it to copy 3 (blue) and the statement.

• Whenever any used or unused order forms are stolen or lost (besides in the course
of transmission) by any purchaser or supplier, immediately upon discovery of the
theft or loss, that person reports it to the local office of the Drug Enforcement
Administration stating the serial number of each form stolen or lost. If the theft or
loss includes any original order forms received from purchasers and the supplier is
unable to state the serial numbers of such order forms, the supplier should report
the date or approximate date of receipt and the names and addresses of the
purchasers. If an entire mailing envelope of order forms is lost or stolen, and the
purchaser is unable to state the serial numbers of the order forms it contained,
the purchaser should report, in lieu of the numbers of the forms contained in the
envelope, the date or approximate date the envelope was 'issued. If any unused
order form reported lost or stolen subsequently is recovered or found, the
Registration Unit should be notified immediately.
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Return of Unused Order Forms
(21 CFR 1305.14)

If the registration of any purchaser terminates (because the purchaser dies, ceases legalexistence, discontinues business or professional practice, or changes the name or addressshown on the registration), or is suspended or revoked (pursuant to 21 CFR 1301.45 or1301.46 of this chapter), the purchaser (or his/her executor) should return all unused orderforms for controlled substances listed in Schedules I and II for which the purchaser isregistered to the nearest DEA office.
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REQUIRED REPORTS TO DEA

Wholesalers are required to report regularly to DEA's ARCOS Unit all receipts and disposals of all
Schedule I and II drugs and Schedule III narcotics. In addition, wholesalers are required to submit
other reports to DEA under certain circumstances (e.g., drug thefts, drug destructions and suspicious
orders).

ARCOS Reports

(21 CFR 1304.33)

Every wholesaler who handles controlled substances in Schedule I and II and/or narcotics in
Schedule III must report to the ARCOS Unit, as follows:

When

Annual Inventory To be taken on December 31

Initial Inventory

Transaction Reporting

To be taken on the effective date that a
substance becomes reportable

Quarterly, or, with DEA permission,
monthly

All reports are required to be submitted within 15 days after the end of the report period by certified
or registered mail, return receipt requested.

Note: The Automation of Reports and Consolidated Orders System (ARCOS) is the
automated system developed by DEA to monitor selected controlled substances. ARCOS
software enables the government to maintain a current and historical record of controlled
substance inventories and transactions from the point of manufacture to the point of sale,
distribution, or other disposition, and finally, to the dispensing (consumption) level.
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Refer to The ARCOS Reporting Manual (Appendix A) for additional information.

Optional ARCOS Reporting Modes
Registrants using punched card accounting machines or electronic data processing equipment shouldsubmit either card decks or magnetic tapes. Registrants without automated systems must use theManual ARCOS OCR Form - DEA Form 333 - (Form #9).

Reporting ARCOS Data from Another Location
For authorization to report ARCOS data from other than a registered location, a central reporting identifiedmust be obtained from the ARCOS unit at the above address.

DEA Order Forms
(21 CFR 1305.09 (d))
Copy 2 (green) of the order form shall be sent to the local DEA office at the close of the monthduring which the order was filled. If the order is filled by partial shipments, Copy 2 (green) shall beforwarded at the close of the month during which the final shipment is made or during which the 60-day validity period expires.

Drug Thefts/Losses
(21 CFR 1301.74(c))

The registrant notifies the DEA field office in that area of any theft or significant loss upondiscovery of such theft or loss on Report of Theft or Loss of Controlled Substances -DEA Form106- (Form #10). Reports must be submitted within seven (7) days of the incident. Reporting in-transit losses is the supplier's responsibility. Reporting responsibility for shipments for which youhave a signed receipt lies with the customer.

The reporting of inventory variances on DEA form 106 must be carefully evaluated. The mostrecent DEA policy addressing this issue reads as follows: "DEA regulations require a registrant tomaintain inventory records to track the flow of controlled substances but do not require themaintenance of perpetual inventories. If a firm elects to regularly track inventory balances and notesa theoretical discrepancy, the firm should make every effort to resolve it within a timely manner. Ifit is determined that an actual discrepancy is the result of a theft or significant loss of controlled drugproduct, then the nearest DEA field office must be notified immediately upon discovery and the theftor loss must be reported on a DEA Form 106." Variances which are the result of record keeping ororder filling errors need not be reported.

Any ARCOS reportable items filed on DEA Form 106 should also be submitted to ARCOS.

Note: Some state agencies require copies of all DEA Forms 106 filed with DEA.
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Drug Destructions

(21 CFR 1307.21)

If a wholesaler wants to destroy certain controlled substances (e.g., damaged goods, returns, etc.),the wholesaler should notify the DEA special agent in charge on Registrant Inventory of DrugsSurrendered - DEA Form 41 - (Form 411) in triplicate. The special agent in charge will informthe wholesaler how the drug destruction will be handled. Where the wholesaler regularly disposes ofcontrolled substances, the DEA special agent in charge can, upon request, authorize dispositions
without prior approval provided that these dispositions are recorded fully and meet all conditions
established by the special agent in charge. Destructions of reportable items must be submitted to
ARCOS on ARCOS OCR Form 333.

Note: It is DEA 's policy that if a state agency having jurisdiction over wholesalers has
adopted disposal procedures for controlled substances, the wholesaler may follow these
procedures in lieu of DEA requirements.

Cardinal has a contract with Reverse Management Systems to handle our destruction of unsaleable
merchandise. The product is sold to Reverse Management Systems who in turn destroys it and files
DEA Form 41. Refer to DEA Correspondence 8/12/94 for additional information.

DEA Form 41 should also be used for documenting a liquid controlled substance loss when the
container accidently breaks. Any loss of an ARCOS reportable item must also be reported to
ARCOS. The pieces of the broken bottle do not need to be retained as evidence of the accident.
Refer to DEA correspondence 11/17/97.

Suspicious Orders

(21 CFR 1301.74(b))

Wholesalers are responsible for designing and operating a system that will disclose to the wholesaler
suspicious orders. The wholesaler informs the DEA field office in that area of all suspicious orders.
Suspicious. orders include orders of unusual size, orders deviating from a normal pattern and orders
of unusual frequency. DEA has no specific form for this.

Establishing Suspicious Order Criteria
Wholesalers should establish written criteria of what constitutes a suspicious order. DEA leaves it
to the wholesaler to make this determination. The key for the wholesaler is to establish reasonable
criteria based upon customer purchasing patterns and then to adhere to them in monitoring orders.
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Either a computerized or a manual system can be utilized depending upon the wholesaler'spreference and capability.

Complying with 21 CFR 1301.74 (b) is a two-step process. First, each Cardinal Division submits toDEA on a monthly basis an Ingredient Limit Report (Exhibit 1V1). This report is based on a computerprogram which monitors customer controlled substance purchases for a month and compares these
purchases to predetermined averages or limits and if a customer's purchase quantities exceed the
established parameters, the customer's activity is printed on the report.

Second, on a daily basis cage and vault personnel should be policing and identifying individual
orders that appear excessive in relation to what other customers are buying and/or the customer's
purchase history. In these situations, DEA should be notified, if possible, before the order is shipped
and a copy of all such orders should be maintained in the division's suspicious order file along with
a Regulatory Agency Contact Form (Form #1) noting any specific instructions from DEA.

In an effort to assist cage and vault personnel in identifying these orders, we have developed Dosage
Limit Charts (Exhibit P). The products included on these charts are those commonly audited by
DEA during their inspections of our facilities and those which have a high potential for diversion.
The dosage limits were set by calculating average sales quantities for Knoxville's retail customers
and Boston's hospital customer and multiplying by 3 for ARCOS reportable items and 5 for non-
ARCOS items.

These charts should be posted in your cage and vault and the hospital and retail dosage limit
quantities for particular items should be posted at the product locations.
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STRUCTURAL SECURITY

Schedule II Controlled Substances
(21 CFR 1301.72)

Schedule II controlled substances are stored in a vault, the physical structure of which meets the
following specifications or equivalent:

If grandfathered (a vault constructed before, or under construction on, September 1, 1971):
substantial construction with a steel door and a combination or key lock.
A vault constructed after September 1, 1971: walls, floor and ceiling constructed of at least eight
inches of reinforced concrete or other substantial masonry, reinforced vertically and horizontally
with one half inch steel rods tied six inches on center, or the structural equivalent to such
reinforced walls, floors and ceilings.

The door and frame unit of the vault (GSA approved, Class V) conforms to the following
specifications, or the equivalent:

. 30 man minutes against surreptitious entry;
• 10 man minutes against forced entry;
. 20 man hours against lock manipulation; and
. 20 man hours against radiological techniques.

Refer to DEA Correspondence 2/14/94 for a change in the specifications for the GSA Class
V vault door.

DEA will also approve, on a case by case basis, LJL listed Class M modular vaults for the storage
of Schedule II controlled substances.

If operations require the vault to remain open for frequent access, then it must be equipped with a
`day gate' that is self-closing and self-locking or the equivalent. If the operation requires only
that the vault be opened infrequently, such as to remove material in the morning and return
material at night, and is always relocked immediately after use, a ̀ day gate' is not required.

Schedule III, IV, and V Controlled Substance Storage

DEA regulations (21 CFR 1301.72(b)) provide that Schedule III through V controlled
substances must be secured as follows:

• In a cage located within the building on the premises meeting the specifications in
1301.72(b)(4)(ii-iv) and Section 1301.72 (b)(3)(ii)(a)(b), which read as follows:
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21 CFR 1031.72(b)(4):

• A cage, located within a building on the premises, meeting the following specifications:
• Having walls constructed of not less than No. 10 gauge steel fabric mounted on steelposts, which posts are:

(a) At least one inch in diameter;

(b) Set in concrete or installed with lag bolts that are pinned or brazed; and
(c) Which are placed no more than 10 feet apart with horizontal one and one half inchreinforcements every sixty inches;

• Having a mesh construction with openings of not more than two and one half inchesacross the square.

• Having a ceiling constructed of the same material, or in the altemative, a cage shall beerected which reaches and is securely attached to the structural ceiling of the building. Alighter gauge mesh may be used for the ceilings of large enclosed areas if walls are atleast 14 feet in height.

• Is equipped with a door constructed of No. 10 gauge steel fabric on a metal door frame ina metal door flange, and in all other respects conforms to all the requirements of 21 CFR1301.72(b) (3)(ii)."

21 CFR 1301.72(b)(3):

• Is equipped with self-closing, self-locking doors constructed of substantial materialcommensurate with the type of building construction, provided, however, a door which is
kept closed and locked at all times when not in use and when in use is kept under direct
observation of a responsible employee or agent of the registrant is permitted in lieu of a
self-closing, self-locking door. Doors may be sliding or hinged. Regarding hinged
doors, where hinges are mounted on the outside, such hinges shall be sealed, welded or
otherwise constructed to inhibit removal. Locking devices for such doors shall be either
of the multiple-position combination or key lock type and:
(a) In the case of key locks, shall require key control which limits access to a limited

number of employees, or,

(b) In the case of combination locks, the combination shall be limited to a minimum
number of employees and can be changed upon termination of employment of an employee
having knowledge of the combination

• The controlled substance section also provides:
The track holding sliding 10-gauge steel gates in place is adjusted to meet self-closing
requirements and the track is "trapped" to prevent the gate from being lifted out of the
track surreptitiously.

Alternate: Where swinging cage doors are installed, hinges are properly secured.
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Note: Schedule III through V controlled substances may be stored with Schedule I1controlled substances under security measures previously described for Schedule IIcontrolled substances.

Non-controlled substances and other materials may be stored with Schedule III through Vcontrolled substances in any of the secure storage areas required by 21 CFR 1301.72(b)provided that permission for such storage of noncontrolled items is obtained in advance inwriting from the Special Agent in Charge of DEA for the area in which storage area issituated. Any such permission tendered must be upon the Special Agent's writtendetermination that such non-segregated storage does not diminish security effectiveness forSchedule III through V controlled substances. This authorization should be posted, in plainsight, in the secured area. An additional copy of the authorization letter should be retainedby division management.

Company Vehicles.

Vehicles used for the delivery and pickup of controlled substances are equipped with propervehicle locks including, when appropriate, padlocks for cargo doors.
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ACCESS CONTROL

General Warehouse

It is the policy of Cardinal to limit access to the general warehouse to only those employees whohave a full-time work assignment that requires their presence in the warehouse. Each divisionshall maintain a list of employees authorized to have warehouse access. This access shall becontrolled by a Card Entry Access Control System.

Specifically excluded from warehouse access without a full-time escort are the following groupsof people:
All visitors including:

Vendor sale representatives
Cardinal sales representatives

• Management employees except those directly responsible for supervision ofemployees whose duties require them to be in the warehouse to perform their jobs
• Office employees except those whose duties require their presence in the warehouse.

Signs should be posted on all warehouse entrances regarding limited access (Exhibit B).

Outside contractors shall be monitored through a cooperative effort of warehouse supervisory
personnel and full-time warehouse employees.

Employees of Cardinal Health who require temporary access to the warehouse may be issued"temporary passes" controlled by the Division Manager or his/her designee.

Controlled Substance Area

DEA regulations related to accessibility to storage areas state:

"The controlled substances storage areas shall be accessible only to an absolute minimum
number of specifically authorized employees. When it is necessary for employee
maintenance personnel, non-employee maintenance personnel, business guests, or visitors to
be present in or pass through controlled substances storage areas, the registrant shall provide
for adequate observation of the area by an employee specially authorized in writing." (21
CFR 1301.72(d))

12/28/99

FOIA Confidential
Treatment Requested By

Cardinal

Training Manual 7-1

CAH SWE 019182

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384045
P-0932000151



Division management maintains an Access and Surveillance List (Form 916) of thoseemployees whose responsibilities include authorization to access the vault or cage during theopen-for-business period. Only those individuals are assigned a key or knowledge of acombination. The authorized access list should be posted along with a "Restricted Area"(Exhibit C) sign on the door(s) of the vault and cage.

Temporary employees should never be allowed access to the cage or vault, supervisedor unsupervised.

Computer System

The computer system should include security levels to prohibit access to certain files unless anemployee's job responsibilities warrant access. Employees should keep passwords to themselvesand periodically change them to prevent access by others. Access should be limited for inventoryadjustments, customer licensing information and financial records.

Computer room access should be controlled and limited to only those employees who have a fulltime work assignment that requires access to the computer room.
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PROCEDURAL SECURITY

Receiving

Upon receipt, controlled substance items are physically checked by a receiving clerk. Thequantity and description of the materials received are checked against the packing list providedby the vendor and against the controlled substance purchase order. The paperwork is signed anddated by the receiving clerk.

Any variations in quantities or visible damage to cartons are subject to immediate investigation.The matter should be reported to the supervisor prior to the departure of the carrier'srepresentative from the area.

The carrier's representative is required to sign a statement written on the receiving report,describing the shortage, damage, etc. The receiving procedures should be verified by thereceiving department supervisor if the actual receiving is handled by a designated employee.
If a discrepancy is noted and cannot be reconciled, the manufacturers) is contacted immediatelyby telephone and confirmation of the shortage or damage is verified in writing on the appropriateform. The loss of controlled substances is to be promptly reported to DEA. Refer to DrugThefts/Losses within Required Reports to DEA. The supplier is responsible for reporting intransit losses of controlled substances by the common or contact carrier selected pursuant to 21CFR 1301.74 (e) upon discovery of such theft or loss. Thefts must be reported whether or notthe controlled substances subsequently are recovered and/or the responsible parties are identifiedand action taken against them (21 CFR 1301.74c).
Immediately on verification of the order received, the controlled substances and thecorresponding paperwork are placed in a rolling locked cage and moved to the vault or to thecontrolled substance cage. No controlled substances may be left in the receiving area overnightor during periods when the receiving area is not under adequate surveillance.

Stocking

Verify all products and quantities against paperwork. Date and sign each purchase order. Bringdiscrepancies to the attention of the supervisor immediately. Forward original paperwork toappropriate department for data entry. Retain a copy in the controlled substance area.
For Schedule H items, the product is also verified against Copy 3 (blue) of the DEA order form.The date received and quantity received columns of the order form are completed and theNarcotic Order Blank Log is also updated.
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Order Filling

For Schedule III, IV, V controlled substances, the order filler picks the items and quantities as
requested on the picking document. As items are picked, each line of the picking document is
initialed. The completed order and paperwork is staged pending verification.
For Schedule H controlled substances, the order form - DEA Form 222 - is reviewed for
accuracy, then matched to the picking document to make sure all items agree. The items and
quantities are picked as requested on the picking document. The picking document is initialed as
each item is picked. The completed order and paperwork is staged pending verification. The
following fields on the order form must be filled in:

• Packages Shipped
• Date Shipped
• Supplier DEA Registration Number
• National Drug Code

Quality Control

All controlled substance orders should be double checked for accuracy. The quality control clerk
matches the items against the picking document and initials the paperwork. The merchandise
and copy of the picking document are put in a bag and sealed - preferably a heat-sealed poly bag.
The other copy of the pick document is retained at the division per division policy. The outside
of the package should be labeled with the name of the customer. There should be no marks
identifying the contents as controlled substances. The order is then staged within the controlled
substance area until shipped.

Shipping

While most regular orders are manifested on the shipping dock, controlled substance orders are
manifested in the cage or vault. Controlled substance packages are not to be left unattended in
the shipping department. Product may be placed in locked roll-around cages or left in the
controlled substance area until the delivery person is on the premises and ready to sign for them.

Delivery

The driver is required to obtain a customer signature for any packages delivered. The proof of
delivery (manifest) is then returned to the carrier or division and retained per division policy.
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Returns from Customers

All returns of controlled substances must be accompanied by a return authorization. The
shipments must be distinguished from the other returns without revealing their contents to the
delivery drivers. Upon receipt at the distribution center, these returns are to be transferred to the
controlled substance area, and processed daily, noting the actual date of receipt.

Returns of Schedule lI drugs are discouraged. They must be handled by issuing an order form -
DEA Form 222 - to the customer.

Partial returns of controlled substances are prohibited.

Returns to Vendors

Controlled substances returned to the vendor should be accompanied by a return authorization
from the vendor and a debit memo from the division. Creating the debit memo should remove
the product from inventory. Proof of delivery should be filed at the division with a copy of the
debit memo.

Physical Verification of Controlled Substances

When taking an inventory, the following steps should be taken,

• Do not allow any product into or out of the area during the count or recount.
• Counts should be conducted from count sheet with the on hand quantities suppressed.
• Compare the inventory results with the current on-hand balance of each item.
• Recount any out-of -balance item.
• Run audit report for any out-of-balance item. The Selected Item Audit Report (Exhibit

I) gives all movement - purchases, returns, sales and inventory adjustments - for a
requested item during a specified time frame.

• Research the error, checking for orders picked but not invoiced, mispicks, etc.
• Make appropriate adjustments as errors causing variances are detected.
• The Distribution Center Manager should sign off on the count sheet that he has reviewed

all exceptions and that variances have been explained.
• File DEA Form 106, on a timely basis, for any item that cannot be resolved.
• Create ARCOS transactions for any reportable items on DEA Form 106.

Inventory Adjustments

Inventory adjustments for controlled substances should only be made after a thorough research.
Documentation should be kept on file to support any adjustments.
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Breakage

Documentation of breakage occurring in the vault or cage or during delivery is strongly
recommended by the DEA. Maintenance of a breakage report is designed to help control any
possible intentional breakage for the purpose of removing contents. Concern should arise when
the same item is broken repeatedly.

Opening and Closing

The distribution center should be opened by at least two employees. These employees should
meet at a safe, well-lighted, off-site location. The employees should then proceed to the
distribution center and one employee, should enter the distribution center while the other
employee waits outside for an "ALL'S CLEAR' signal (the moving of blinds or flickering of
lights, etc.). This procedure should be reversed when closing the distribution center. If the
utilization of two employees at opening and closing time is totally impractical, one employee
opening or closing the facility alone must have security hardware such as a portable panic button.
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SHIPPLNG

Controlled Substance Shipping Area

Schedule II controlled substance orders are retained in the vault until the driver assigned suchdelivery is ready to depart the premises. At that time, the order is delivered by the vaultsupervisor to the driver who signs a log, circling the order number of the merchandise on themanifest. The driver then loads the packets or container into the delivery vehicle.
Schedule III through V controlled substance orders in sealed containers are held in the cage orstaged in the defined controlled substance staging area under the direct supervision of theshipping department supervisor or a closed-circuit TV surveillance system. The driver assignedto the specific orders signs for the controlled substance items on a log form, circling the ordernumber of the merchandise, and then loads the order on the delivery vehicle.
No controlled substance orders awaiting shipment are left in the shipping dock during the closedperiod. Such unshipped orders must be returned to the controlled substance cage at the close ofbusiness. The shipping department supervisor makes a thorough search of the shipping areaprior to his/her departure from that area at the end of the business day.

Shipping Destination

DEA regulations require that controlled substances be distributed only to persons who areproperly registered with DEA to possess the controlled substances and that Schedule IIcontrolled substances only be shipped to the purchases at the location printed on the order form(DEA Form 222). Emergency will call orders are an exception to the rule.

Company Delivery Vehicles

Company employees assigned to driving delivery vehicles are screened in accordance with 21CFR 1301.90 and Cardinal's policy which requires all prospective employees to consent to adrug test and a criminal record check. Delivery Vehicle Security Rules (Form #17) arereviewed, and signed by drivers.

The drivers deliver the Schedule 11 through V controlled substance orders to the customers andobtain a customer signature on one copy of the delivery order, which the driver then attaches tohis/her manifest as proof of delivery.

12/28/99

FOIA Confidential
Treatment Requested By

Cardinal

Training Manual 9-1

CAH SWE 019188

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384051
P-0932000157



Common Or Contract Delivery Vehicles
The company selects common or contract carriers that provide adequate security to guard against
in-transit losses.

Further, the company takes precautions to assure that shipping containers do no indicate contents
are controlled substances so as to guard against storage or in-transit losses.
When distributing controlled substances through agents, the company provides and requiresadequate security to guard against theft and diversion while the substances are being stored orhandled by the agent or agents.

Delivery'Vehicle Security Rules (Form #17) are provided to contract carriers for distribution to
drivers. Rules are reviewed and signed by drivers.

Depots/Line Haul Shipments

The use of cross-dockings and line hauls means vehicles with larger quantities of controlled
substances and other merchandise and increased vulnerability to theft and/or diversion during the
run from the distribution center to the depot. To protect against internal theft that may go
undetected until the orders get to the customer
level, ensure that vehicle contents are checked and signatures obtained upon pickup and delivery
and that line haul vehicles are secured with a numbered seal that must be cut off or broken upon
arrival at the depot.

Seal Construction Specifications

Durabilitv A seal must be strong enough to prevent accidental breakage during normal use.

Design The design must be sufficiently complex to make unauthorized manufacture of a
replacement seal difficult.

Tamperproof The seal should provide readily visible evidence of tampering and prevent
reconstruction after the seal is closed; .that is, a seal needs construction to make simulated
locking difficult.

Individually Identifitable Identification is best accomplished by embossing serial numbers and
owner identification on each seal.

Seal Accountability Procedures

Record of Application Seal numbers are entered or written on transportation documents such as
bills of lading and manifests.

Time of Application Trailers must be sealed immediately after the loading is completed. Roll-
up-type doors must be sealed at the loading dock. Swing-out doors must be sealed immediately
after the unit is far enough away to close the doors.
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Verification Seal examination and verification at every stop such as docks and transfer points.
Multiple stops require new seals. Persons receiving sealed shipments must examine the seal and
record the number on appropriate documentation, such as a log. Retain broken seals until it is
determined whether there are any discrepancies. If there are none, destroy the seal. If
discrepancies are found, retain the seal pending investigation.

U.S. Postal Mailing And Delivery

DEA regulations applicable to the use of the U.S. postal services state: "Controlled substances
including Schedule II may be sent in any quantity by registered mail, return receipt requested,
from one DEA registrant to an  DEA registrant. The packaging must be in plain outer
containers and give no indication of the contents."

Will Call Orders

Verification calls are to be made to the person in charge of the licensed premises for whom the
order is intended and the name and description of the person picking up the order and the items
included in the order are obtained.

When the individual arrives to pick up the order, the shipping supervisor checks the individual's
name by asking for the driver's license and comparing the description of that provided by the
person in charge of the licensed premises.

The person picking up the orders signs a Will Call Log (Form #18) that is dated and initialed by
the shipping supervisor. The driver's license number and the person's name are then recorded
both on the packing slip and the will call log.

Note: Many wholesalers have discontinued will call orders for controlled substances to avoid
this high risk diversion exposure.
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PERSONNEL

Additional information is located in the Employee Handbook.

Pre-Employment Screening
Cardinal Health requires all prospective employees to sign a Pre-Employment Waiver
(Form 419) consent to a physical examination, which includes a drug test, and to an
investigation made of their background and fitness for the position for which they have
applied.

Cardinal Health reserves the right to immediately dismiss any employee when the results of
the physical examination or drug test show signs of substance abuse and/or the background
investigation reveals a history of criminal activity or other information which would deem
the employee unfit for the position.

Any information associated with the physical examination or background investigation will
be gathered and held in the strictest confidence by Cardinal Health in accordance with all
applicable laws.

It is recommended that employment should not commence until the results of the physical
examination and drug test are received and reviewed by the appropriate management
personnel of Cardinal Health.

Upon commencement of employment, the new employee will complete a Post-
Employment Security Data Information Sheet (Form #20). The completed sheet is sent
to the Corporate Compliance Department to conduct a criminal record check.

Controlled Substance Requirements
When an employee is promoted or transferred it may be necessary to review his/her
background, depending on the nature of the transfer or promotion. Anyone allowed
unsupervised access to the cage or vault in order to perform job functions must complete
the Test for Distribution Center Employees Handling Controlled Substances
(Appendix B) as well as the Post-Employment Security Data Information Sheet The
test and form must then be submitted to the Corporate Compliance Department. The
department will grade the test and each individual must pass with a score no lower than
88%. If an employee does not pass the test, he/she must re-take the test at a later date and
must obtain a passing score. The employee should be advised that prior to his or her
working inside the controlled substance area an in-depth background investigation will be
performed. The results of this background check along with the individuals test score will
be shared with division management. The background check should be performed prior to
the distribution center manager assigning the employee to the controlled substance area.
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Security Rules

The following list of security rules has been developed to promote a safe and secure
working environment for all employees and to assure compliance with United States Drug
Enforcement Administration Security Regulations.

• Possessing, dispensing, or using a controlled substance without a medical prescription
or reporting to work or working under the influence of alcohol or a controlled substance
without a medical prescription is strictly prohibited. If an employee requires
medication which may affect their performance, they should notify their supervisor
immediately. DEA regulations regarding this should be posted in the facility (Exhibit
D).

• Defacing Company property or willful negligence resulting in damage due to
mishandling of merchandise or destructive abuse of machines or other Company
equipment is prohibited.

• Falsifying an employment application, time card, production record, or other
documents for yourself, customers, or another employee is prohibited.

• Protection of Company property is a responsibility all employees must share. Any
employee discovering theft, loss, or malicious damage has an obligation to report the
incident immediately to his supervisor.

• Fighting or instigating a fight with an employee, customer, or supplier while on
Company property is strictly prohibited. No permanent personnel action will be taken
until there is a complete investigation by Management.

• Tampering with or breaching Company security systems or policies is prohibited.

• Theft or unauthorized removal or use of Company or another employee's property is
prohibited.

• Possession of firearms or illegal weapons on Company property is prohibited.

• Employees must use their own card entry access card, and access cards should not be
loaned to other employees. Lost access cards should be reported to Management
immediately.

• Employees must use authorized employee entrance when entering and exiting the
building and must use their own access card when doing so.

• Entrance and exits to the facility are to be closed at all times, unless being used for the
purpose they are designed.

• All bags, boxes, lunch boxes, containers, etc., are subject to inspection when exiting the
facility. Signs to this affect should be posted throughout the distribution center
(Exhibit E). Random periodic inspections could serve as a deterrent to internal theft.

12/28/99

FOIA Confidential
Treatment Requested By

Cardinal

Training Manual 10-2

CAH SWE 019192

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384055
P-0932000161



• Locker assignments and locks will be issued by Cardinal Health. Personal locks are not
allowed. Locks will be subject to inspection by Management at their discretion.

• Visitor's entering the distribution center should be asked to sign in on a Visitor's Log
(Form #21), indicating their name, who they represent, time in, time out, and who they
are visiting at the distribution center. Each visitor should wear a badge and must be
escorted during their stay.

• Warehouse access is limited to employees who have full-time assignments that require
their presence in the warehouse.

• Coats and pocketbooks are not allowed in the warehouse.

• Employees are to adhere to the posted access list for the cage and vault area.

• A Miscellaneous Security Log (Form #22) should be used to document any minor
security-related incidents that occur but do not need to be explained in detail.

Security rules should be distributed to all employees and a signature obtained to document
receipt.

Violence Prevention Procedures

The sign entitled Violence Prevention Procedures (Exhibit G) should be posted in
conspicuous locations throughout the distribution center. These procedures should be
reviewed with distribution center employees on a routine, periodic basis. It is paramount
that all employees know exactly what to do in case they are confronted with a possible
violent situation. Additional copies of these signs may be obtained through the Corporate
Compliance Department.

Driver Security Rules

Drivers are required to adhere to the following security rules:

• Test all vehicle locks each day and immediately report defects to a supervisor.
• Keep all merchandise in the rear of the truck. Leave nothing in the cab.
• Secure the truck when making a delivery. Roll up all windows, lock all doors and

take the keys with you.
• Do not stop for stranded motorists. This could be a setup for a hijack. If you feel it

is necessary to call for assistance, do so at your next stop.

• Make it a habit to check your rear view mirror to see if you are being followed. If
you suspect that you are being followed, obtain a description of the vehicle, the
license number and the occupants. Proceed to the local police station, if this is not
possible, proceed to your next stop and call the local police or the office.

• If you break down, stay with your truck. Leave only to call for assistance.
• Avoid areas where the threat of theft is high (such as back doors and alleys). If

something appears suspicious, do not stop.
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• In the event of a robbery:
a. Offer no resistance.
b. Stay calm.
C., Be observant.

Driver security rules should be distributed to all drivers and a signature obtained todocument receipt.
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Company Policy

Per the DEA Compliance Manual, anyone allowed unsupervised access to the
cage or vault in order to pick controlled substances orders must complete the
Test fbr Employees Handling Controtied Substances as well as the Post-
Employment Security Data Information Sheet The test and this form must
then be submitted to the Corporate Compliance Department in Dublin, Ohio.
Corporate Compliance will grade the test. Each individual must pass with a
score no lower than 88%. If an employee does not pass the test, he/she must
re-take the test at a later date and must obtain a passing score. The employee
should be advised that prior to his or her working inside the controlled
substance area. an in-depth background check will be performed. The results
of this background check along with the individual's test score will be shared
with the Distribution Center Manager. The background check must be
performed prior the Distribution Center Manager assigning the employee to the
controlled substance area
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Instructions 

1. Complete the information requested on the cover page.

2. Answer all 33 questions completely.

3. Complete the form entitled "Post-Employment Security Data Information
Sheet% which is included at the end of this test booklet. This form is
utilized for the background investigation portion of this testing process. If
this form is not completed in full, your authorization to work with controlled
substances will. be delayed.

4. Seal the booklet with the circle provided.

5. Return the test booklet to your supervisor or manager to be forwarded to the
Corporate Compliance Department to be scored.

6. The Corporate Compliance Department will notify the Distribution Center
Manager, in writing, of the test score results and completion of the
background investigation. This notification memo should be maintained at
the distribution center for audit purposes.

7. if you have any questions involving this test or the Company's written policy
and procedure in regards to the handling of controlled substances, notify the
Compliance Department at (614) 757-7109.

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019197

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384060
P-0932000166



1) There must be an authorized access list for both the cage and the vault?

True  False 

2) DEA form 41 is used in the reporting of 

3) The DEA schedules Drug Wholesalers for inspection every:

a) Year
b) 2 years
c) 3 years
d) They have no set schedule

4) Which color copy of the 222 Order Forms must be sent to the DEA each month?

a) blue
b) green
c) brown .
d) none of the above

5) You are allowed to ship controls and narcotics to a customer who has moved as long as he
notifies you by phone of his new address.

True  False 

6) The DEA Form 106 is used for reporting of controlled
substances.

7) The cage and vault must be inventoried at a minimum of

a) daily for items with movement
b) weekly for items with movement
c) monthly for all items
d) a and c
e) b and c

8) You may fill a narcotic blank that has no signature?

True  False 
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9) The proper schedules listed on the vast majority of Narcotic Order Fortes consist of Schedules(fill in the blanks):

10) An employee who has knowledge of drug diversion from his employer by a fellow employeehas an obligation to report such information to a responsible official of the company?

True  False 

11) A Narcotic Blank MEA form 222) is good for days from the date it was
issued.

12) DEA fines are calculated at $ per violation.

13) It is not necessary to have someone double check your Narcotic Orders prior to them leaving
the distribution center.

True  False 

14) is the name of the unit within the DEA that requires us to send a
computer tape at the end of each month.

15) As a wholesale drug distributor governed by the Drug Enforcement Administration, Cardinal
Health is required to report suspicious or excessive purchases of controlled substances.

True  False 

16) Possession, use, sale or purchase of any illegal drug on the job is contrary to company policy
and is grounds for immediate termination.

True  False 

17) In order to accept a Schedule lI return from a customer. the distribution center must first issue
a narcotic blank to the customer.

True  False 
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IS) What is a Contact sheet and when should it be used? 

19) The day-gate doors to both the cage and the vault must be self- and self-
 according to Federal Regulations.

20) Controlled Substances may be left outside the approved controlled substances area overnight
as long as they are left in a locked roll-around cage.

True  False 

21) You may store other items inside the vault as long as you have written permission from the
DEA.

True  False 

22) The rule book used by the DEA to enforce regulations on the drug wholesale industry goes by
the initials "C.F.R.". These initials stand for:

23) The "Selected Item Audit Report" lists:

a) All receipts of a controlled substance
b) All sales of a controlled substance
c) All controlled substance adjustments
d) All transactions of a controlled substance

24) It is Cardinal Health, Inc: s policy to thoroughly discourage returns of scheduled narcotics.

True  False 

25)How often should the report entitled "Ingredient Limits Report" or "Suspicious Order
Analysis" be generated at your Distribution Center?

a) Daily
b) Once a week
c) Once a month
d) Quarterly
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26) Vault and Cage Morgue merchandise is dead inventory and does not need to be counted.

True  False 

27) The responsibility of verifying a customer license rests with:

a) The DEA
b) The Distribution Center
c) Corporate Headquarters
d) Regional Headquarters

28)You may sign a 222 narcotic order form if the customer gives you permission over the phone.

True  False 

29) Cardinal Health, Inc. has a manual entitled DEA Compliance Manual which contains
answers to frequently asked questions about controlled substance procedures.

True  False 

30) List 5 things to look for when reviewing a 222 Narcotic Order Form-

3 1) A customer calls your distribution center and asks you to fill an order involving one of his
blanks but to send the controlled substances to another location. Is this a violation of the Code of
Federal Regulations?

Yes  No 

32) It is advisable that you use white-out or a pencil when working with DEA Form 222 (Narcotic
Order Form) in case you make a mistake.

True  False 

33) All visitors at your Distribution Center entering the cage or vault area must be escorted by an
employee on the authorized access list?

True  False 
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Thank you for completing this test on the handling of controlled
substances. Please return this test to your supervisor. He/She will
send the test the Cardinal Health, Inc. Corporate Compliance
Department in Dublin, Ohio for grading. Your Distribution Center
Manager will be notified of your score as soon as your test is
graded.
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DEA
COMPLIANCE MANUAL

APPENDIX C

DEA Field Offices
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DEA Regional Offices
....................

Atlanta Division
Richard B. Russell Federal Building
75 Spring Street, S.W., Suite 740
Atlanta, GA 30303
(404) 331401
Fax: (404) 331-7340
Area Covered: Georgia, North
Carolina, South Camlina,Tmwsee

Charleston Resident Office
5900 Core Avenue
Suite 100
North Charleston, SC 29406
(803)308.6660
Fax:(803)308-6670

Charlotte Resident Office
Nine Woodlawn Green
Suite 200
Charlotte, NC 28217
(704)344-6188
Fax. (704) 344-6795

Columbia Resident Office
Strom Thurmond Federal Building
1835 Assembly Street, Room 1472
Columbia, SC 29201
(803)765-5251
Fax: (803) 765-5410

Columbus Resident Office
12012th Street
Room 316
Columbus, GA 31902
P.O. Box 1565
Columbus, GA 31902
(706)649-7850
Fax: (706) 649-7872

Greensboro Resident
Office
1801 Stanley Road
Suite 201
Greensboro, NC 27407
(910)547-4210
Fax: (910) 547-4215
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Knoxville Resident Office
1721 Midpaik Drive
3rd Floor
Knoxville, IN 37921
(423) 584-9364
Fax: (423) 584-8763

Memphis Resident Office
Morgan Keegan Tower, Suite 500
50 N. Front Street
Memphis, IN 38103
(423) 5443396
Fax: (423) 5443025

Nashville Resident Office
Estes Kefauver Building
801 Broadway, Room 500
Nashville, TN 37203
(615)736-5988
Fax. (615) 736-2221

Savannah Resident Office
Smith Kelly Building
300 Drayton Street, Suite 401
Savannah, GA 31401
(912)652-4286
Fax: (912)652-4050

Wilmington Resident
Office
Two Princess Street, Room 322
Wilmington, NC 28401
(910)343-4513
Fax. (910) 343-4463

Chicago Division 
John C. Kluczynski Federal
Building

230 S. Dearborn Street, Room 1200
Chicago, rL 60604
(312)353-7875
Fax: (312) 886-8439
Area Covered: Illinois, Indiana,
Minnesota, North Dakota,
Wisconsin

D-5
April, 1997

Fargo Resident Office
One N. Second Street
Suite 302
Fargo, ND 58102
(701)239-5331
Fax: (701) 239-5248

Green Bay Post of Duty
(Brown County/MUG Unit)
PO Box 12734
Green Bay, WI 54307-2734
(414)448-6241
Fax: (414) 448-6376

Indianapolis Resident
Office
Minton-Capehart Federal Building
575 N. Pennsylvania St., Room 290
Indianapolis, IN 46204
(317)226-7977
Fax: (317) 226-7703

Madison Post of Duty
PO Box 92812
Madison, WI 53701-0981
(608) 2645111
Fax: (608) 2645116

Merrillville Resident Office
1571 E. 85th Avenue, Suite 200
Merrillville, IN 46410
(219)681-7000

Milwaukee Resident
Office
1000 N. Water Street, Suite 1010
Milwaukee, WI 53202
(414)297-3395
Fax: (414) 297-1169

Minneapolis Resident
Office
Federal Building
110 S. Fourth Street, Room 402
Minneapolis, MN 55401
(612)348-1700
Fax: (612) 348-1708
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Rockford Resident Office
420 W State Street
Rockford, IL 61101
(815)987-8034

Springfield Resident
Office
Illinois Business Center
400 W. Monroe Street, Suite 302
Springfield, IL 62704
(217)492-4504
Fax: (217) 492-4507

Dallas Division
1880 Regal Row
Dallas, TX 75235
(214)640-0801
Fax: (214) 649-0895
Area Covered: Oklahoma, Texas
(Northern)

Fort Worth Resident
Office
Fritz W. Lanham Federal Building
819 Taylor Street, Room 13A33
Fort Worth, TX 76102
(817)978-3455
(817)978-4128

Lubbock Resident Office
5214 68th Street, Suite 401
Lubbock, TX 79424
(806) 798-7189
Fax. (806) 794-3149

Midland Resident Office
1004 N. Big String, Room 225
Midland, TX 79701
(915) 686-0356
Fax: (915)682-3016

FOIA Confidential
Treatment Requested By

Cardinal

Oklahoma City District
Office
3909 N. Classen Blvd., Suite 100
Oklahoma City, OK 73118
(405)424-2213
Fax: (405) 524-3448

Tulsa Resident Office
5100 E. Skelly Drive, Suite 570
Tulsa, OK 74135-6548
(918)581-6391
Fax: (918) 581-6439

Tyler Resident Office
909 ESE Loop 323, Suite 280
Tyler, TX 75701
(903)534-0472

Detroit Division
Rick Finley Federal Building
431 Howard
Detroit, MI 48226
(313) 234-4000
Fax: (313) 234-4141
Area Covered: Kentucky, Michigan,
Ohio

Cincinnati Resident Office
Federal Office Building
550 Main Street, Room 8504
Cincinnati, OH 45202
(513) 684-3671
Fax. (513) 684-3672

Cleveland Resident Office
Courthouse Square Development
310 Lakeside Avenue, #395
Cleveland, OH 44113
(216)522-3705
Fax.-(216)522-3704

Columbus Resident Office
78 E. Chestnut Street
Columbus, OH 43215
(614)469-2595
Fax: (614) 469-5788

D-6
April, 1997

Grand Rapids Resident
Office
65 Monroe Center, N.W.
Grand Rapids, MI 49503
(616)456-2541
Fax: (616) 456-2001

Lexington Resident Office
1500 Leestown Road, Room 308
Lexington, KY 40511
(606)233-2479
Fax. (606) 233-2590

Louisville Resident Office
New Federal Building, Room 1006
600 Dr. Martin Luther King Place
Louisville, KY 40202
(502) 582-5908
Fax: (502) 582-5535

Saginaw Resident Office
301 E. Genessee, Fourth Floor
Saginaw, MI 48607
(517)758-4133
Fax: (517) 758-4013

Toledo Resident Office
234 N. Summitt Street, Room 106
Toldeo, OH 43603
(419)259-6490
Fax. (419) 259-3725

Houston Division
333 W. Loop N.
Suite 300
Houston, TX 77024
.(713) 681-1771
Fax. (713)220-2378
Area Covered: Texas (Southern)

Alpine Resident Office
810 N. 2nd Street
Alpine, TX 79830
P.O. Box 1282
Alpine, TX 79820
(915)837-3421
Fax: (915) 837-2701
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Austin Resident Office
9009 Mountain Ridge Drive
Austin, TX 78759
(512)346-2486
Fax: (512) 346-0825

Beaumont Resident Office
350 Magnolia, Suite 290
Beaumont, TX 77701-1899
(409)839-2461
Fax. (409) 839-2551

Brownsville Resident Office
1100 FM 802, Suite 200
Brownsville, TX 78521
(210)504-4100
Fax: (210) 504-4118

Corpus Christi Resident
Office
Wilson Plaza, Suite 300
606 N. Carancahua
Corpus Christi, TX 78476
P.O. Box 2443
Corpus Christi, TX 78403
(512)888-0150
Fax: (512) 888-0199

Eagle Pass Resident Office
342 Rio Grande
Room 102
Eagle Pass, TX 78852
(210)773-5378
Fax: (210) 773-3008

El Paso District Office
700 E. San Antonio Street
Suite D-701
El Paso, TX 79901
(915) 534-6400
Fax: (915) 534-6034

Galveston Resident Office
6000 Broadway, Suite 104
Galveston, TX 77551
(409)766-3568
Fax: (409) 766-3570

FOIA Confidential
Treatment Requested By

Cardinal

.....................

Laredo Resident Office
4804 N. Bartlett, Building 1050
Laredo, TX 78041
P.O. Drawer 2307
Laredo, TX 780442307
(210) 722-5201
Fax. (210)726-2221

McAllen District Office
1919 Austin Street
McAllen, TX 78501-7030
(210)618-8400
Fax. (210) 618-8478

San Antonio District Office
10127 Morocco, Suite 200
San Antonio, TX 78216
(210)525-2900
Fax: (210) 525-2930

Los Angeles Division
Roybal Federal Building
255 E. Temple Street, 20th Floor
Los Angeles, CA 90012
(213) 8942650
Fax: (213) 8944244
Area Covered: California (Southern),
Hawaii, Nevada

Hawaii District Office
Honolulu, HI 96813
P.O: Box 50163
Honolulu, HI 96850
(808)541-1930
Fax: (808) 541-3048

Nevada District Office
Foley Federal Building & U.S.
Courthouse

300 Las Vegas Blvd. S., Suite 204
Las Vegas, NV 89101-0023
(702)388-6635
Fax: (702) 388-6894

D-7
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Orange County Resident
Office
Federal Building
34 Civic Center Plaza
Santa Ana, CA 92712
PO Box 12609
Santa Ana, CA 92712
(714)836-2892
Fax: (714) 836-2925

Reno Resident Office
300 E. Second Street, Suite 1320
Reno, NV 89501
(702) 7845617
Fax: (702) 7845679

Riverside District Office
6377A Riverside Avenue, Suite 220
Riverside, CA 92516-3162
(909) 276-6642
Fax: (909) 2766269

Ventura Resident Office
Office
770 Padeo Camarillo, 3rd Floor
Camarillo, CA 93010
(805)383-6454
Fax; (805)383.6464

Miami Division
8400 N.W. 53rd Street
Miami, FL 33166
(305)590-4870
Fax. (305) 590-4500
Area Covered: Nassau, Bahamas,
Florida

Fort Lauderdale District
Office
1475 W. Cypress Creek Rd., Ste. 301
Fort Lauderdale, FL 33309
(305)356-7700
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Fort Meyers Resident
Office
12730 New Brittany Blvd., Suite 501
Fort Myers, FL 33907
(941)275-3662
Fax: (941) 275-8945

Gainesville Resident
Office
235 S. Main Street, Suite 202
Gainesville, FL 32601
(352)371-2077
Fax: (904)375-4356

Jacksonville Resident
Office
4077 Woodcock Drive, Suite 210
Jacksonville, FL 32207
(904)232-3566
Fax: (904) 232-2501

Key Largo Resident Office
95360 Overseas Highway, Suite 6
Key Largo, FL 33037
P.O. Box 2930
Key Largo, FL 33037
(305)852-7874
Fax: (305) 536-5485

Orlando Resident Office
Heathrow Business Center
300 International Pkwy., Suite 424
Heathrow, FL 32746
(407)333-7000
Fax: (407) 333-7012

Panama City Resident
Office
5323 W. Highway 98, Suite 215
Panama City, FL 32401
(904)769-3407
Fax: (904) 769-4118

FOIA Confidential
Treatment Requested By
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Tallahassee Resident
Office
33M Capitol Ciirle N.E.
Tallahassee, FL 32308
(904) 942-8417
F= (904) 942-8420

Tampa District Office
5426 Bay Center Drive
Tampa, FL .33609
(813)228-1268
Fax: (813) 228-1281

West Palm Beach Resident
Office
1818 S. Australian Ave., Suite 300
West Palm Beach, FL 33409
(561)684-8000

Midwest Division
United Missouri Bank Building
7911 Forsyth Blvd., Room 500
St. Louis, MO 63105
(314)425-3241
Fax: (314) 425-3245
Area Covered: Illinois (Southern),
Iowa, Kansas, Missouri, Nebraska, .
South Dakota

Cape Girardeau Resident
Office
339 Broadway, Room 158
Cape Girardeau, MO 63701
(573)334-1534
Fax: (573) 335-4117

Des Moines Resident
Office
Federal Building
210 Walnut Street, Room 937
Des Moines, IA 50309
(515)284-4700
Fax: (515) 284-4920

D-8
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Kansas City Resident
Office
8600 Farley Street, Suite 200
Overland Park, KS 66212
(913)236-3257
Fax: (913) 236-3186

Omaha Resident Office
Old Federal Building
106 S. 15th Street, Room 1003
Omaha, NE 68102
(402)221-4222
Fax.- (4M) 221-4225

Sioux Falls Resident Office
Shriver•s Building
230 S. Phillips Avenue, Suite 407
Sioux Falls, SD 57102
(605)330-4421
Fax: (605)330-4420

Springfield Resident
Office
901 St. Louis Street, Suite 301
Springfield, MO 6%M
(417)831-3948
Fax: (417) 831-0607

Wichita Resident Office
1919 N. Amidon, Suite 330
Wichita, KS 67203
(316)838-2500
Fax. (316) 838-9123

New England Division
50 Stanford Street, Suite 200
Boston, MA 02114
(617)557-2100
Fax. (617) 557-2135
Area Covered: Connecticut, Maine,
Massachusetts, New Hampshire,
Rhode Island, Vermont
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Bridgeport Resident Office
915 Lafayette Blvd., Room 200
Bridgeport, CT 06604
(203)579-5591
Fax: (203) 579-5530

Burlington Resident Office
P.O. Box 446
Williston, VT 05445
(802) 951-6777
Fax: (802) 9514489

Cape Cod Resident Office
P.O. Box 708
Barnstable, MA 02630
(508)362-2117
Fax: (508) 362-8303

Concord Resident Office
197 Loudon Road, Suite 300
Concord, NH 03301
(603)225-1574
Fax: (603) 225-1543

Hartford Resident Office
Ribicoff Federal Office Building
450 Main Street, Room 628
Hartford, CT 06103
(203)240-3233
Fax: (203) 240-3703

Logan Airport Task Force
One Harbor Side Drive, Suite 1095
Boston, MA 02128
(617)561-5764
Fax: (617) 561-5772

Portland Resident Office
1355 Congress Street, Suite D
Portland, ME 04102
(207)780-3331
Fax: (207) 780-3413

FOIA Confidential
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Providence Resident
Office
Two International Way
Warwick, RI 02886
(401)732-2550
Fax: (401) 739-2576

Springfield Resident
Office
1441 Main Street, Suite 1000
Springfield, MA 01103
(413) 785-0284
Fax: (413) 785-0483

New Jersey Division
Peter Rodino Federal Building
970 Broad Street, Room 806
Newark, NJ 07102
(201)645-6060
Fax: (201) 645-6297
Area Covered: New jersey

Atlantic City Resident
Office
Executive Plaza
2111 New Road, Suite 203
North Field, NJ 08225
(609)383-3322
Fax: (609) 383-0884

Camden Resident Office
1000 Crawford Place, Suite 200
Mount Laurel, NJ 08054
(609)757-5407
Fax: (609) 757-5006

New Orleans Division
Three Lakeway Center
3838 N. Causeway Blvd., Suite 1800
Metairie, LA 70002
(504)840-1100
Fax: (504) 840-1103
Area Covered. Alabama, Arkansas,
Louisiana, Mississippi

D-9
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Baton Rouge Resident
Office
2237 S. Acadian Thruway, Suite 306
Baton Rouge, LA 70808
(504) 389-0254
Fax: (504) 389-0772

Birmingham Resident
Office
234 Goodwin Crest, Suite 42OW
Birmingham, AL 35209
(205) 290-7150
Fax: (205) 290-7157

Gulfport Resident Office
One Government Plaza, Suite 230
Gulfport, MS 39502
(601)863-2992
Fax. (601) 868-3112

Jackson Resident Office
Dr. A. H McCoy Federal Building
100 W. Capitol Street, Suite 1213
Jackson, MS 39269
(601) 965.4400
Fax: (601) 965-4401

Little Rock Resident Office
10825 Financial Parkway, Suite 317
Little Rock, AR 72211=3557
(501)324-5981
Fax: (501) 324-6900

Mobile Resident Office
900 Western American Cir., Ste. 501
Mobile, AL 36609
(334) 441-5831
Fax: (334) 441-5289

Montgomery District
Office
2720-A Gunter Park Drive, West
Montgomery, AL 36109
(334)260-1150
Fax: (334) 223-4430
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Shreveport Resident
Office
401 Edwards, Suite 510
Shreveport; LA 71101
(318)676-4080
Fax. (318) 67611085

New York Division
9910th Avenue
New York, NY 10011
(212) 337-3900
Fax: (212) 337-2799
Area Capered: New York

Albany Resident Office
Leo W. OBrien Federal Building,
Room 930

Clinton Avenue & N. Pearl Street
Albany, NY 12207
(518)431-4700
Fax. (518) 472-4525

Buffalo Resident Office
28 Church Street, Suite 300
Buffalo, NY 14202
(716)551-4421
Fax: (716) 551-5160

Long Island Resident
Office
175 Pinelawn Road, Suite 205
Melville, NY 11747
(516)420-4500
Fax. (516) 420-6944

Rochester Resident Office
P.O. Box 14210
Rochester, NY 14614
(716)263-3180
Fax: (716) 263-5870

Syracuse Resident Office
4600 W. Genesee Street
Syracuse, NY 13219
(315)468-2772
Fax: (315) 468-2985

FOIA Confidential
Treatment Requested By
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Philadelphia Division
William J. Green, Jr. Federal
Building

600 Arch Street, Room 10224
Philadelphia, PA 19106
(215) 597-9530
Fax: (215) 597-6063
Area Capered: Delaware,
Pennsylvania

Allentown Resident Office
504 W. Hamilton Street, Suite 2500
Allentown, PA 18101
(610) 770-0940
Fax:(610)435-6854

Harrisburg Resident Office
228 Walnut Street, Room 579
Harrisburg, PA 17101
P.O. Box 887
Harrisburg, PA 17108-0887
(717) 782-2270
Fax: (717) 782-4851

Pittsburgh Resident Office
William S. Moorehead Federal Bldg.
1000 Liberty Ave., Room 1328
Pittsburgh, PA 15222
(412) 6443390
Fax: (412) 644-4745

Scranton Post of Duty
401 N. Adams Plaza, Suite 305
Scranton, PA 18503
(717)782-2270
Fax: (717) 341-9094

Wilmington Resident
Office
One Rodney Square
920 King Street, Suite 404
Wilmington, DE 19801
(302)573-6184
Fax: (302) 573-6296

D-10
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Phoenix Division
3010 N. Second Street, Suite 301
Phoenix, AZ 85012-3055
(602) 664-5600
Fax: (602) 664-5611
Area Covered: Arizona

Nogales Resident Office
1370 W. Fairway Drive
Nogales, AZ 85621-3895
(520) 281-1727
Fax. (520) 281-1850

Sierra Vista Resident
Office
500 Fry Blvd., Suite L14
Sierra Vista, AZ 85635-1840
PO Box 2169
Sierra Vista, AZ 85636-2169
(520)458-3691
Fax: (520) 670-5025

Tucson District Office
3285 E. Hemisphere Loop
Tucson, AZ 85706-5014
(520)573-5500
Fax. (520) 573-5632

Yuma Resident Office
3150 Windsor Avenue, Suite 202
Yuma, AZ 8536511905
(602)344-9550
Fax. (602) 3441444

Rocky Mountain Division
115 Inverness Drive, East
Englewood, CO 80112
(303)705-7300
Fax: (303) 705-7414
Area Covered: Colorado, New Mexico,
Utah, Wyoming
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Albuquerque District
Office
301 Martin Luther King Blvd., N.E.
Albuquerque, NM 87102
(505)766-8925
Fax: (505) 766-8960

Cheyenne Resident Office
J. C. O'Mahoney Federal Building
2120 Capitol Avenue, Room 7010
Cheyenne, WY 82001
(307)772-2391
Fax. (307) 772-2399

Colorado Springs Resident
Office
111 S. Tejon, Suite 306
Colorado Springs, CO 80903
P.O. Box 350
Colorado Springs, CO 80901
(719)471-1749
Fax: (719) 471-3647

Glenwood Springs
Resident Office
40123rd Street, Suite 300
Glenwood Springs, CO 81601
(970) 945-0744
Fax: (970) 945-8247

Las Cruces Resident Office
Loretto Town Center
505 N. Main Street, Suite 350
Las Cruces, NM •88001
(505)527-6950
Fax: (505) 527-6966

Salt Lake City Resident
Office
American Plaza III
47 West 200 South, Suite 401
Salt Lake City, UT 84101
(801)524-4156
Fax: (801) 524-5364

FOIA Confidential
Treatment Requested By
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Son Diego Division 
4560 Viewridge Avenue
San Diego, CA 91950
(619)585-4200
Fax: (619) 585.4224
Area Covered: California (Border
Area)

Carlsbad Resident Office
5973 Avenida Encinas, Suite 220
Carlsbad, CA 92008
(619)931-2666
Fax: (619) 931-5974

Imperial County Resident
Office
2425 LaBrucherie Road
Imperial, CA 92251
(619) 355-0857
Fax: (619) 355-2946

San Ysidro Resident Office
406 Virginia Avenue
San Ysidro, CA 92173
(619) 662-7115 -

San Francisco Division
450 Golden Gate Avenue
San Francisco, CA 94102
P.O. Box 36035
San Francisco, CA 94102
(415) 436-7860
Fax: (415) 436-7810
Area Covered: California (Northern)

Fresno Resident Office
1260 M Street, Room 200
Fresno, CA 93720
(209)487-5402
Fax: (209) 487-5287

D-11
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Monterey Resident Office
2560 Garden Road, Suite 207
Monterey, CA 93940
P.O. Box 3182
Monterey, CA 93942-3182
(408) 648-3050
Fax: (408) 648-3056

Sacramento Resident
Office
1860 Howe Avenue,, Suite 250
Sacramento, CA 95825
(916) 566.7160
Fax: (916) 566-7177

San Jose Resident Office
Q?e N First Street, Suite 405
San Jose, CA 95113
(408)291-7235
Fax: (408) 291-7720

Seatde Division
220 W. Mercer, Suite 104
Seattle, WA 98119
(206)553-5443
Fax. (206) 553-1576
Area Couered: Alaska, Idaho,
Montana, Oregon, Washington

Anchorage Resident
Office
555 Cordova Street, Suite 600
Anchorage, AK 99501
(907)271-5033
Fax. (907) 271-3097

Billings Resident Office
303 N. Broadway, Suite 302
Billings, MT 59101
(406) 657-6020
Fax. (406) 657-6047
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Blaine Resident Office
165 Second Street
Blaine, WA 98230
P.O. Box 1680
Blaine, WA 98231
(360)332-8692
Fax: (360) 332-5704

Boise Resident Office
607 N. Eighth Street, Fourth Floor
Boise, ID 83702
(208)334-1620
Fax: (208) 334-9253

Eugene Resident Office
Federal Building
211 E. Seventh Avenue, Room 230
Eugene, OR 97401
(541)465-6861
Fax: (541) 465-6796

Medford Resident Office
310 Sixth Street, Room B-3
Medford, OR 97501
(541) 454 4407
Fax: (541) 776-4263

Portland Resident Office
Green Wyatt Federal Building
1220 S.W. Third Avenue, Room 1525
Portland, OR 97204
(503)326-3371
Fax: (503) 326-2341

Spokane Resident Office
1124 W. Riverside, Suite L300
Spokane, WA 99201
(509)353-2964
Fax. (509) 353-2963

Yakima Resident Office
402 E. Yakima Avenue
Yakima, WA 97501
PO Box 4025
Yakima, WA 97501
(509) 454 4107
Fax: (509) 454-4413

FOIA Confidential
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Washington. D.C. Division
400 Sixth Street, S.W., Suite 2558
Washington, DC 20024
(202)401-7834
Fax: (202) 401-7061
Arm Covered: District of Columbia,
Maryland, Virginia, West Virginia

Baltimore District Office
200 St Paul Place, Suite 2222
Baltimore, MD 21202
(410) 9624800
Fax: (410) 962-3470

Charleston Resident Office
Union Square
2 Monongala, Suite 202
Charleston, WV 25302
(304) 347-5209
Fax: (304) 347-5212

Norfolk Resident Office
Federal Office Building
200 Granby Street, Room 320
Norfolk, VA 23510
(804)441-3152
Fax: (804) 441-6639

Richmond. Resident Office
8600 Staples Mill Road, Suite B
Richmond, VA 23228
(804)771-2871
Fax. (804) 771-8167

Roanoke Resident Office
210 Franklin Road, SW
Roanoke, VA 24011
(540)857-2555
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DEA
COMPLIANCE MANUAL

APPENDIX D

Forms and Exhibits
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FORMS AND EXMITS

Name Number
Regulatory Agency Contact Form I

Power of Attorney for DEA Order Forms 2

Notice of Revocation 3

DEA Narcotic Blank Log 4

DEA 222 Transmission Log 5

Order Form Rejection Notification 6

Narcotic Order Review Form 7

MCA Transaction Report g
ARCOS Transaction Reporting 9

Report of Loss or Theft of Controlled Substances (DEA Form 106) 10
Registrant's Inventory of Drugs Surrendered (DEA Form 41) 11
Key Log 12
Key Receipt 13
Monthly Alarm Walk Test Report 14
Incident Report 15
Access and Surveillance List 16
Delivery Vehicle Security Rules 17
Will Call Log 18

Consent and Release 19
Employment Security Information 20
Visitor Log 21
Miscellaneous Security Log 22
DEA Inspection Report 23
DEA On-Site Background Information Package 24
Limited Power of Attorney 25
DEA and ARCOS Audit Recap Sheet 26
Inventory Report A
Unauthorized Entry to Warehouse B
Restricted Area C
Rules and Regulations of DEA D
Subject to Search E
Suspicious Order Analysis Report F
Violence Prevention Procedures G
Table of Offenses and Penalties g

Selected Item Audit Report I
DEA Certificate of Registration J

DEA Registration Speedigram K
DEA Registration Verification Letter L
Ingredient Limit Report M
Quarterly DEA Exception Report N

Schedule ll Order Form 0

Dosage Limit Chart P

Error Correction Q
MCA Dosage Limit Report R
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FORM NAME: REGULATORY AGENCY CONTACT FORM

FORM NUMBER: DEA # 1

FUNCTION: Used to document regulatory agency visits, inspections, and
contacts. Provides Corporate Compliance Department with
a means to monitor regulatory agency activity on a national
level.

DISTRIBUTION:

FOIA Confidential
Treatment Requested By

Cardinal

This two part form is to be completed as needed for any
and all agency contacts. One copy must be. sent to the
Corporate Compliance Department in Dublin by the 15th of
the following month. One copy to file.

CAH SWE 019216

CONFIDENTIAL CAH_MDL_PRIORPROD_DEA07_01384079
P-0932000185



r q

CcVaIClc1l
Him

REGULATORY AGENCY CONTACT FORM

Division Name Date Time

2. Contact was made with:
❑ D.E.A. Representative ❑ State Board of Pharmacy

Representative
❑ FDA Representative ❑ Other 

(Please indicate agency)

3. Contact was made by:
❑ Telephone ❑ Visit at Division ❑ Visit of Agency

4. Contact initiated by: ❑ Division ❑ Agency

5. NAME, ADDRESS, AND TELEPHONE NUMBER OF REPRESENTATIVE

(Name) (Title)

(Address) (Office working out of)

(City) (State) (Zip)

6. PURPOSE OF CONTACT (AUDIT, REQUESTING INFORMATION (include DEA's
respanse),REPORTING SUSPICIOUS ORDERS, EXCESSIVE PURCHASES, ETC.)

7. IF INFORMATION OR RECORDS WERE PROVIDED, COMPLETE THE
FOLLOWING:

Information Sent:
Delivery Method:
Sent/Delivered By:

8. FOLLOW-UP REQUIRED? ❑ Yes ❑ No
9. NAME OF EMPLOYEE COMPLETING THIS FORM:

FOIA Confidential
Treatment Requested By

Cardinal

(Date) (Signed)
WHITE -Division YELLOW - Corporate Compliance

ntrR 11ni

CAH SWE 019217

CONFIDENTIAL CAH_MDL_PRIORPROD_DEA07_01384080
P-0932000186



FORM NAME: POWER OF ATTORNEY FOR DEA ORDER FORMS

_ FORM NUMBER DEA #2

FUNCTION: Used to authorize specific employees to obtain and execute
order forms (DEA Form 222).

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019218
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POWER OF ATTORNEY FOR DEA ORDER FORMS

(Division Name)
(Address)

(DEA Number)

I, the undersigned, who is authorized to sign the current application for
registration of the above-named registrant under the Controlled Substances Act or
Controlled Substances Import and Export Act, have made, constituted, and
appointed, and by these presents, do make, constitute and appoint (name
of attorney-in-fact), my true and lawful attorney for me in my name, place and stead,
to execute applications for books of official order forms and to sign such order forms
in requisition for Schedule I and II controlled substances, in accordance with section
308 of the Controlled Substances Act (21 U.S.C. 828) and Part 1305 of Title 21 of
the Code of Federal Regulations. I hereby ratify and confirm all that said attorney
shall lawfully do or cause to be done by virtue hereof.

(Signature of person granting power)

I, (name of attorney-in-fact), hereby affirm that I am the
person named herein as attorney-in-fact and that the signature affixed hereto is my
signature.

(Signature of attorney-in-fact)

Witnesses:

1.

2.

Signed and dated on the day of '19 ,
at

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019219
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FORM NAME: NOTICE OF REVOCATION

FORM NUMBER: DEA # 3

FUNCTION: Used to revoke power of attorney.

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019220
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NOTICE OF REVOCATION

The foregoing power of attorney is hereby revoked by the undersigned, who is
authorized to sign the current application for registration of the above-named
registrant under the Controlled Substances Act of the Controlled Substances Import
and Export Act. Written notice of this revocation has been given to the attorney-in-
fact this same day.

(Signature of person revoking power)

Witnesses:

1.

2.

Signed and dated on the day of '19 ,
at

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019221
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FORM NAME: DEA NARCOTIC BLANK LOG

_ FORM NUMBER: DEA # 4

FUNCTION:

FOIA Confidential
Treatment Requested By

Cardinal

Used to record the order form numbers from the blanks
received from DEA. Further information is also logged as
a blank is used.
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FORM NAME: DEA 222 TRANSMISSION LOG

FORM NUMBER: DEA # 5

FUNCTION: Used in conjunction with Faxing Narcotic Order Forms
to verify fazed order form quantity and information.

FOIA Confidential
Treatment Requested By
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CARDINAL HEALTH

DEA 222 TRANSMISSION LOG

Date:

CUSTOMER NAME NUMBER OF LINES BLANK NUMBER I RECENED YE3IN0

TOTAL NUMBER OF BLANKS TRANSMITTED:

TOTAL NUMBER OF BLANKS RECEIVED:

TRANSMITTED BY.•

FOIA Confidential
Treatment Requested By

Cardinal

RECEIVED BY:

CAH SWE 019225
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FORM NAME: ORDER FORM REJECTION NOTIFICATION

_ FORM NUMBER: DEA # 6

FUNCTION:

FOIA Confidential
Treatment Requested By

Cardinal

Used to comply with DEA regulation which requires written
notification to a customer when ill or part of their order
form (DEA Form 222) has been rejected.

CAH SWE 019226

CONFIDENTIAL CAH_MDL_PRIORPROD_DEA07_01384089
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Date:

Name:

Telephone Number:

The Drug Enforcement Administration has established specific criteria for the acceptance of Federal
Order Forms (DEA Form 222). In some cases, we are required to return the farm to you and request
a new or corrected form before shipping. In other cases, we can make minor changes and process
the form for shipment.

Your Federal Order Form was not complete and/or correct in all respects.
We have handled this as follows:

The omission and/or error indicated below Is such that we ate not permitted to process this form

Form is altered.

Our name and/or address is not acceptable as shown.

Sixty days have elapsed from date of execution.

Item fisted is not a Schedule II product.

item fisted has been discontinued. It is still available in . NDC ti
Package size Is incorrect.

Product description is Incomplete.

Number of packages or size Is omitted.

Unes completed less than actually ordered.

Signature omitted.

Una number is voided.

If your form Is being returned.

Reference our phone conversation.

Please submit a new font

Please revise attached form and return.

See example attached. .

Changes indicated below have been made (as permitted by DFA), and order has boon shipped.

This notice is for informational purposes only. No action on your part Is required.

Our name and/or address has been completed as required.

Number of line items stated in box provided was more than actually fisted. We lined out the blank fine(s).
You sent all three copies to us. We are returning Copy 3 for your files.
We corrected the NDC number on line item number _

We modified the dosage form on line item number . You requested but the product is only

supplied as 
Substitution of different size package has been made on line Rem

Total product supplied is equal to or less than original request

Line Rem number was not correctable. We cancelled this line and processed rest of order. Please submit new

forth for this item.

THANK YOU FOR YOUR COOPERATION.

FOIA Confidential
Treatment Requested By
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FORM NAME: NARCOTIC ORDER REVIEW FORM

FORM NUMBER: DEA 4 7

FUNCTION: Used to document order form (DEA Form 222) violations
when orders are not filled according to DEA regulations.

FOIA Confidential
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CARDINAL HEALTH

NARCOTIC ORDER REVIEW FORM

During a routine review of customer DEA Forms 222, order form number

attached) was found to be filled in violation of DEA regulations.
(copy

The omission and/or error is indicated below:

Order Form Not Written in Ink

or Not Signed

Customer/Registration Number.

Unable to I.D. or Altered

60 Day Lapse from Date of

Execution

Item: Unable to I.D. or

Altered

Size, Number of Packages

or Strength Altered, Incorrect

or Omitted

Strength Dittoed

NDC i, Strength or Dosage
Form Incorrect

" Lines Completed" Box Not

Filled In

"Lines Completed" Box

Altered

Lines Completed Less than

Lines Actually Ordered

Our Name and Address or Date

Omitted

Item Discontinued or Not a

Schedule II

Customer Voided a Line

The resulting action should have been:

Void entire order form

Void single line

Fill in omission

Appropriate personnel have been reminded of the regulatory requirements regarding the filling

of order forms that have not been properly prepared.

Signature

- Date

FOIA Confidential
Treatment Requested By
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FORM NAME: MCA TRANSACTION REPORT

FORM NUMBER: DEA # 8

FUNCTION: Used to document any excessive purchase or unusual loss
or activity of ephedrine, pseudoephedrine, and
phenylpropanolamine products.

FOIA Confidential
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F1 CARDINAL HEALTH
MCA TRANSACTION REPORT

Excessive Purchase ❑ Loss or Theft ❑ DEA Request

Supplier:
Name:
Business Address:
City:

State:
Zip Code:
Business Telephone:

Purchaser:
Name:
Business Address:
City:
State:
Zip Code:
Business Telephone:
Identification:

Shipping Address (If different than purchaser address):
Street:
City:
State:
Zip Code:
Date of Shipment:

Product Description:

Quantity and Form of Packaging: 

If Loss or Disappearance:

Date of Loss:
Type of Loss:

Description of Circumstances:

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019231
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FORM NAME: ARCOS TRANSACTION REPORTING

_ FORM NUMBER: DEA # 9

FUNCTION: Used to submit correction or additional transactions to
ARCOS

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019232
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FORM NAME:

FORM NUMBER:

FUNCTION:

DISTRIBUTION:

FOIA Confidential
Treatment Requested By

Cardinal

REPORT OF LOSS OR THEFT OF CONTROLLED
SUBSTANCES (DEA FORMM 106)

DEA #10

Used to document and report to DEA any loss or theft of
controlled substances.

Original and one copy must be submitted to the local DEA
office. One copy to the Corporate Compliance Department
in Dublin. Copy(s) to state licensing agency as required.
One copy to file. Must be submitted within seven (7) days of
the incident

CAH SWE 019234

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384097
P-0932000203



US. DEPARTMENT OF JUSTICE / DRUG ENFORCEMENT ADMINISTRATION

REPORT OF THEFT OR LOSS OF CONTROLLED SUBSTANCES

federal Regulations reg1tW registrants to submit  deUlled report of any tbeft or loss of Controlled Suba4se:ea W

be Deus Enforcement Adrtlln"AUOB.

'Ompleu the front add back of %bit form a Yip6atte. Forward the Oeitlnal and duplicate to the surest

OMB APPROVAL
No. 1117.0001

DEA MANUAL AUTHORITY:
Olv fsiGn Irhves ionors 5124
FFS: Bd0-02

copies

.)EA Oftwo. Retain the hipucate.eopy 1t yourreeards. Some etataa may alma requin g copy of"report,

1. NAME AND ADDRESS OF REGISTRANT (Include ZIP Code)

ZIP CODE

2. PHONE NO. llnetude Arms Code)

3. DEA REGISTRATION NUMBER

2 for. prefix 7 digit suffix

4. DATE OF THEFT OR LOSS

_

ti. PRINCIPAL BUSINESS OF REGISTRANT (Check anal

10 Pha I weep 500istrlbutw

201'rw:ttioner EO Methadone Program
30manufactu►er 70 Other (apeolfy)

L 40 Hosphol/Clinle '

T - -

B. COUNTY IN WH CH
REGISTRANT IS LOCATED

?.WAS THEFT REPORTED TO

POLICE?

OVES ONO

B. NAME AND TELEPHONE NUMBER OF POLICE DEPARTMENT IInCIuOo Arms Cod,
-

9. NUMBE R OF THEFTS OR LOSSES

REGISTRANT HAS EXPERIENCED

IN THE PAST 24 MONTHS 7

10. TYPE OF THEFT OR LOSS (Chock one and Complete home bstaw as appropriate)

1 IoNight break-In 30 Employes plIfraps 500thar (Explain)

20Armad robbery 40Cumomw the 60Lost In trench (Complete Item 14)

11. IF ARMED ROBBERY. WAS ANYONE:

KILLED? ONO 0 Yes (How msnyf

12. PURCHASE VALUE TO REGISTRANT

OF CONTROLLED SUBSTANCES
TAKEN?

13. WERE ANY PHARMACEUTICALS
OR MERCHANDISE TAKEN 7
ONO ❑ Vat (Eat Vake)

INJURED? ONO O Yes (How m WMI

. IF LOST IN TRANSIT. COMPLETE THE FOLLOWING:

Name of Common Carrie B. Name of Consignee C. Coselpee's DEA Reglatrmtlon Number

D. Was the canon received by the customer

Oyes ONO

E. If revolved, did R appear to be tomwred with 7-

OYw ONO

F. Nave you en,porlenced losses In freve t from tom

sane Carrier in the pact ?

0 No O V« (How Manyl

16. WHAT IDENTIFYING MARKS. SYMBOLS. OR PRICE CODES WERE
 ON THE LABELS OF THESE CONTAINERS THAT WOULD ASSIST IN

IDENTIFYING THE PRODUCTS 7

16. IF OFFICIAL CONTROLLED SUBSTANCE ORDER FORMS (DEA-22
21 WERE STOLEN. GIVE NUMBERS

17. WHAT SECURITY MEASURES HAVE BEEN TAKEN TO 
PREVENT FUTURE THEFTS OR LOSSES 7

PRIVACY ACT INFORMATION

AUTHORITY: Section 301 Of The Controlled Subsuncea Art 
Of 1970 (PL 91-5131-

PURPOSE: Repon that at loss of Controlled Substam:os,

ROUTINE USES: The Controlled Substances Art 
suth6rl2es the production Of special reports r"uIrsd fro eta

tlatical and analytical

purposes. Disclosures of Information from this system we merle 
to the following catsgarlae Of usara for tha puss-

poses noted:

A. Other Federal low enforcement and regulatory e
gancin for low ordarctmhent and regulatory Purpaeas.

S. State and local law anforrsnent and regulatory agencies for law enforcement and regulatory purposes.

EFFECT: Failure to report theft or lefa of controlled oul ncaa may result In penalties under Section 402 and 
403 of the Controlled

Subnomlas Act

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019235
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LIST OF CONTROLLED SUBSTANCES LOST

Trade Name of Substance or Preparation Name of Controlled Subuance in Preparation Dome Strength and Form ouantity,

lylog Desaayn M*ftinphetaelins Hydrochloride 5 Mg Tablet 3 s 100

Domwol Mepwidine Hydrochloride so MOMI VW 6: 30 ml
Robitussin A-C Codeine Phosphate 2 Mg/cc Liquid 12 Pints

1.

2.

3.

4.

e.

a.

7.

a.

9.
to.

12.

13.

14.

to.

18.

17.

19.

20.

21.

22.

27.

28.

29.

30.

31.

32.

32.

34:

35.

38.

37.

38.

39.

40.

Al.

42.

43.

44.

45.

4a.

47.

r

1 certify that the foregoing information is correct to the beat of my knowledge and belief.

Signature

FOIA Confidential
Treatment Requested By

Cardinal

Title Date

CAH SWE 019236

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384099
P-0932000205



FORM NAME: REGISTRANT'S llWENTORY OF DRUGS
SURRENDERED (DEA Form 41)

FORM NUMBER: DEAN 11

FUNCTION: Used to document and report to DEA the destruction and
disposal of controlled substances.

DISTRIBUTION:

FOIA Confidential
Treatment Requested By

Cardinal

Two copies must be submitted to the local DEA office. One
copy to the Corporate Compliance Department in Dublin.
One copy to file.

CAH SWE 019237
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OMB APPnnel
Zito. 1117-0007

DEPARTMENT OF JUSTICE / DRUG ENFORCEMENT ADMINISTRATION

REGISTRANTS INVENTORY OF DRUGS SURRENDERED
PACKAGE No.  1

The following schedule is an inventory of controlled substances which is hereby Eu>'rendeired to you

for proper ftocition.

FROM: Onclude Metes, Street. City. StoN and Z!P Code lo opwo prodded below).

L

7

I

NOTE: REGISTERED MAIL IS REQUIRED FOR SHIPMENTS OF DRUGS
VIA US POSTAL SERVICE bet irw uetiou on rttnrw of fpm)

Signature of opolkant or withorlaa "MI

Repesent's DSA Nwnoer

Retlewens's Telephone Number

NAME OF DRUG OR PREPARATION

llopittnntt Brill fill in Columns 1.2.3. and 4 Only.

CONTENTS

Number 
(Number

of

Cog'
mO en

of aawd
Con-

Sub-
FOR DEA USE ONLY

toblrtl
or 

aounces
er Waist

edw )

Cen-
can-

~ -

URN)
DISPOSITION

QUANTITY

GUS. MOS.

t

1

! 4 6 i 7

2

3

4

6

i

7

f

10

11

12

13
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NAME OF ORUG OR PREPARATION

Nuenbst
o1
Con-
uInIA

CONTENTS

(Number of
Pane.
COMM
"aces or
other units
per con-
msntr)Cosner)

Con.
lrareo
Sub-
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FOR DEA USE ONLY
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1

The controlled subaunces surrendered in accordance with Title 21 
of the Code of Federal Regulations, Section 130711, have been received

In packages purporting To contain the drugs listed on this inventory and have
 been: •411) Forwarded tape-►eeled without opening.

121 Daetrayed as Indicated and the remainder forwarded tape-reeled @her verifying contents: 13l 
Forwarded tape-waled after verifying contents.

DATE

ee Strree out Unto not spolksak.

19 DESTROYED BY:

WITNESSED BY:

I VSTRUMONS

1. LIA the name of the drug to catuton 1. UK number of coolainae
 its coh ma 1:, it. size o f each container in eotuma 3, and in column l the

controlled substance content of each unit destined In column 3. @.
g., morphine aultaM tabs- 3 pkp..100 labs, lid p• tit mt.) or morphine

wdfate ubs, 1 pke, 83 Uba.. I= a. (32 MS.). OW-
L AII pactrnges Included on a single llw should be Identical In name, content 

and controlled substance ssransth.

L Prepare this form in quadruptleala. Man two (2) copies of 
this form to the Special Agent In Choose. under wparau cover. Enclose one additio

nal

copy In the shipment with.the drugL Retain one copy for Your reCOrds 
One copy will be returned to you as a receipt. He further receipt 

wtlt be

furnished to you unless specifically requested. Any twhter Inquiries concernin
g there dsup should be addressed to the DEA District Office which

serves Your area.

•. Thera is so pravidoa for payment for druN surreadcrod. This Y
 merely a savics twodared to regtetrante enabling them to clear their 

ssoake and

raeords of unwanted Items

6. Drup should be @Upped tape sealed via prepaid e:psess or regtrtcmd man to
 Special Agent 1n Chasse. Deut Enforcement Administration. of flu

DLA Duaict Office which wares Tana Yea.

PRIVACY ACT INFORMATION

AUTHORITY: Section 307 of tha Convo l*d Subsances A t of 1970 (P.L.91-
513).

PURPOSE: To docurr+ent the eurrender of controlled substances which have 
been forwarded by registrants to

0 E for disposal.

ROUTINE USES: This form is required by Federal Regulation for the surrender 
of unwanted Controlled Substances.

Disclosures of information from this system are made to the following 
categories of users for the

purposes *used.

A. Other Federal lawenforcemtnt and regulatory agencies for law enforc
ement and regulatory purposes.

B. State and local lays enforcement and regulatory agencies for low 
enforcement and regulatory purposes.

- EFFECT: Failure to document the all.on ier of unwanted Controlled Substances rney resu
lt in prosecution for violation of the

Controlled Subttnces Atha
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FORM NAME: KEY LOG

_ FORM NUMBER: DEA # 12

FUNCTION: Used to list personel who have been issued keys.
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CARDINAL HEALTH
Division

CEY LOG

The following personnel have been issued keys to this facility:

Signature

Title

Division

Date
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FORM NAME: KEY RECEIPT

FORM NUMBER: DEA # 13

FUNCTION: Used to document the transfer of a key from the company to
an employee.
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Cardinal Health

Key Receipt

Employee Name:  Date: 

Department:  Key Number: 

I understand that I am responsible for the proper use of the key and will take all reasonable precautions
to prevent any misuse. I will immediately notify the Cardinal Health Corporate Security Department in
the event of theft or any other loss of the key. I will not have any copies of the key made and will tam in
the key to the Cardinal Health Corporate Security Department when my employment terminates for
whatever reason.

Employee Signature: 

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019243

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384106
P-0932000212



FORM NAME: MONTHLY ALARM WALK TEST REPORT

FORM NUMBER: DEA # 14

FUNCTION:

DISTRIBUTION:

FOIA Confidential
Treatment Requested By

Cardinal

Used to document proper functioning of alarm system and to
maintain records of false alarms. Provides Corporate
Compliance Department with information that can be used
to evaluate alarm company service and divisional
compliance with Company security policies.

This two-part form is to be completed at the end of each
month. One copy must be sent to the Corporate Compliance
Department in Dublin by the 15th of the following month.
One copy to file.

CAH SWE 019244
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r q

Cardinal
Heafth

MONTHLY ALARM WALK-TEST REPORT

DIVISION FOR THE MONTH OF 

ALARM COMPANY'S NAME 

NUMBER OF FALSE ALARMS IN THE PAST MONTH 

LAST FALSE ALARM 

CAUSE OF FALSE ALARM 

CORRECTIVE ACTION TAKEN

INSTRUCTIONS
Please check the following alarm equipment and indicate that it is functioning properly by

placing a mark in the space provided.
Alamo call-up list is up-to-date
Ambush/Duress code on control panel is functioning

Sensitivity of all motion detectors is set correctly
Boxes and shelves are NOT blocking motion detectors

Photoelectric beams have a clean line of sight

Door contacts and audible alarms are filnctioning properly

Vault alarm system is functioning properly (scheduled openings & closings)

All closed circuit television cameras are working properly

All closed circuit television camera monitors are working properly

All electronically controlled doors are functioning properly

All robbery buttons are functioning properly (battery back-ups on hand-held

buttons are fresh)
All intercoms are working properly

Signature of employee completing form Date

This form is to be completed at the end of each month. Copy must be sent to the

Corporate Compliance Office by the 15th of the following month.

WHITE - Division YELLOW - Corporate Compliance
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FORM NAME: INCIDENT REPORT

FORM NUMBER:

FUNCTION:

FOIA Confidential
Treatment Requested By

Cardinal

DEA # 15

Used to document security-related incidents which
occur and require a detailed explanation (i.e., theft,
burglary, vandalism).
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CARDINAL HEALTH

SECURITY DEPARTMENT
INCIDENT REPORT FORM

Incident Number:

Date of Incident:

Nature of Incident:'

Reporting Party:

Department/Address:

Authorities Notified:

Explain Incident in Detail:

Time:

Phone/Ext:

Disposition:

Security Officer

FOIA Confidential
Treatment Requested By

Cardinal

Reporting Party
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FORM NAME: ACCESS AND SURVEILLANCE LIST

FORM NUMBER: DEA # 16

FUNCTION: Used to facilitate compliance with DEA regulation which
requires written authorization for cage and vault access.
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CARDINAL HEALTH
 Division
XCCESS AND SURVEILLANCE LIST

The following personnel are permitted unsupervised access to the cage and vault
area:

If any person other than those listed above requires job-related temporary access to

this area, they must be escorted by a person with approved cage and vault access.

Signature

Title

livision

Date

FOIA Confidential
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FORM NAME: DELIVERY VEHICLE SECURITY RULES

FORM NUMBER: DEA 417

FUNCTION: Used to document security measures required by delivery
vehicle drivers.
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DELIVERY VEHICLE SECURITY

The following rules are intended to promote safety and security for drivers and their
delivery vehicles. They are to be complied with at all tunes.

1.

2.

Keep all merchandise in the rear of the truck heave nothing in the cab.

Secure the truck when making a delivery. Roll up all windows, lock all doors, and
take the keys with you.

3. Do not stop for stranded motorists. This could be a setup for a hijack. If you feel it
is necessary to call for assistance, do so at your next stop.

4. Make it a habit to check your rearview mirror to see if you are being followed. If
you suspect that you are being followed, obtain a description of the vehicle, the
license number and the occupants. Proceed to the local police station; if this is not
possible, proceed to your next stop, and call the local police or the office.

5. If you break down, stay with your truck. Leave only to call for assistance.

6. Avoid area where the threat of theft is high (such as back doors and alleys). If
something appears suspicious, do not stop.

7. In the event of a robbery:

A.
B.
C.

FOIA Confidential
Treatment Requested By

Cardinal

Offer no resistance.
Stay calm.
Be observant.

Driver Signature:

Witness Signature:  
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FORM NAME: WILL CALL LOG

--FORM NUMBER: DEA 018

FUNCTION: I Used to document the pickup of an order by a customer.
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WILL. CALL LOG

Customer Name  

Customer Number 

Date 

Number of Boxes  

Courier Service Name  

Drivers Name (Print)  

Drivers Signature  

Invoice Number  

Time 

Number of Bags  

Drivers Ucense Number State 

Driver ID# (Cab Number, etc.)  

Customer Name  

Customer Number

Date

WILL CALL LOG.

Number of Boxes  

Courier Service Name  

Drivers Name (Print)  

Drivers Signature  

Drivers Ucense Number  State  

)river ID# (Cob Number, etc.)  

Invoice Number  

Time 

Number of Bags  
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FORM NAME: CONSENT AND RELEASE

FORM NUMBER: DEA #19

FUNCTION: Used during employment application process to obtain
applicant's consent for background investigation and drug
screening.
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FI Cardinal Health

""ONSENTAND RELEASE:

PLEASE READ THIS NOTICE AND CONSENT FORM CAREFULLY BEFORE SIGNING. YOU WILL BE PROVIDED WITH A COPY OF THIS FORM
AT ANY TIME UPON REQUEST.

NOTICE AND CONSENT CONCERNING CONSUMER REPORTS FOR EMPLOYMENT APPLICATIONS AND EMPLOYMENT
PURPOSES.

This form, which you should read carefully, has been provided to you because Cardinal Health ("Cardinal
Health") will request consumer reports or investigate consumer reports in connection with your application for
employment or during the course of your employment with Cardinal Health, if any. These background checks,
and/or investigations, will be performed by Cardinal Health, in whole or in part, at Cardinal Health's discretion.

Cardinal Health's applicant background checks and employee investigations will also include the use of
consumer reporting agencies to gather and report information to Cardinal Health in the form of consumer or
investigative consumer reports, as regulated by federal law. Such reports, if obtained, will be prepared by
Consumer reporting agencies and may contain information concerning your credit standing or worthiness,
character, general reputation, personal characteristics, or mode of living. Cardinal Health is not a consumer-
reporting agency.

The type of reports that may be requested from consumer reporting agencies under this policy include, but are
not limited to; credit reports, criminal records (for the maximum period permitted by applicable state and
Federal law), court records, driving records, and/or summaries of educational and employment records and
iistories. The information contained in these reports may be obtained by a consumer reporting agency, from
public records, or through personal interviews with co-workers, neighbors, friends, associates, current or
former employers, or other personal acquaintances. Any information contained in such reports may be taken
into consideration in evaluating your suitability for employment, promotion, reassignment or retention as an
employee.

If Cardinal Health requests an investigative consumer report to be performed by a consumer reporting agency,
as defined by federal law, you will receive a notice indicating that the report has been requested no later than
three days after the request 'is made to the agency. This additional notice, if issued, will provide you with
further information pertaining to federal law governing investigative consumer reports. You will not receive a
notice if Cardinal Health or a person or entity other than a consumer-reporting agency performs the
investigation.

Your consent is required by law before Cardinal Health may obtain a consumer report or investigative
consumer report from a consumer reporting agency pertaining to your application for employment and
thereafter, during the course of your employment, if any, at Cardinal Health's discretion. Your signature below
indicates that you have read and understand that Cardinal Health may request and review a consumer report
or investigative consumer report regarding your background, and that you consent to the release of reports to
Cardinal Health for employment purposes. This information may also be considered for any future decisions
concerning your employment, promotion, reassignment or retention as an employee of Cardinal Health. Your
signature additionally reflects your understanding that such consent will remain in effect indefinitely until you
revoke it in writing, as described below.
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Refusal to consent to a consumer report or an Investigative consumer report as required by this notice, or anyother attempt to interfere or failure to cooperate with Cardinal Health's lawful investigation, may result inrejection of your application, withdrawal of an offer of employment, or corrective discipline; up to and includingtermination of employment

CONSENT STATEMENT:

I have carefully read and understand this notice and consent form and, by my signature below, consent to therelease of consumer or investigative consumer reports, as defined above, to Cardinal Health in conjunctionwith my application for employment. I further understand that this consent will apply during the course of myemployment with Cardinal Health, should I obtain such employment, and that such consent will remain Ineffect until revoked in a written document signed by me:

In the event that I wish to refuse or revoke my consent, I understand that I may do so by: 1. Signing the"Refusal or Revocation of Consent Statement" below, or 2. Sending a signed statement, indicating that I
revoke my consent for Cardinal Health to obtain a consumer report or investigative consumer report, andsubmitting to:

Cardinal Health
Human Resources
7000 Cardinal Place
Dublin, OH 43017

certify that the information I have provided to Cardinal Health, on this consent and release form, is correct to
the best of my knowledge and I understand that any falsifications, misrepresentations, and/or omissions may
•esult in my disqualification for consideration of employment or, is subsequently employed, my dismissal.

Name of Applicant/Employee

Applicant/Employee Signature Today's Date

REFUSAL OR REVOCATION OF CONSENT STATEMENT:
(DO NOT SIGN UNLESS YOU HAVE DECIDED THAT YOU WILL NOT CONSENT, OR WILL NO LONGER CONSENT, TO
CARDINAL HEALTH OBTAINING A CONSUMER REPORT OR AN INVESTIGATIVE CONSUMER REPORT)

I do not consent to Cardinal Health obtaining consumer reports or investigative consumer reports about me in
connection with my application for employment or for any other employment purposes. If I have previously
granted my consent, I hereby revoke that consent and understand that such revocation will take effect
immediately after Cardinal Health receives this written revocation and has actual knowledge to communicate
the revocation to those employees or agents who request consumer reports for Cardinal Health.

Name of Applicant/Employee

Applicant/Employee Signature Today's Date
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FORM NAME: EMPLOYMENT SECURITY INFORMATION

FORM NUMBER: DEA # 20

FUNCTION: Used to conduct background investigations on new
employees.
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FORM NAME: VLSTTOR LOG

_ FORM NUMBER: DEA # 21

FUNCTION: Used to document any visitor's entering the facility.
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NAME

VISITOR LOG

REPRESENTING TIME IN TINE OUT PURPOSE

 I 
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FORM NAME: MISCELLANEOUS SECURITY LOG

_ FORM NUMBER:

FUNCTION:

FOIA Confidential
Treatment Requested By
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DEA # 22

Used to document any minor security-related incidents that
occur but do not need to be explained in detail (Le., false
alarms, open doors, alarm not set, etc.).
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CARDINAL HEALTH

MISCELLANEOUS SECURITY LOG

DATE TIME NARRATIVE
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FORM NAME: DEA INSPECTION REPORT

FORM NUMBER DEA 9 23

FUNCTION: Used to document an inspection made by the DEA.
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DEA INSPECTION REPORT

This form Is to be completed by the Division Manager or his designee and forwarded to the
Corporate Compliance Department upon completion of a DEA Inspection.

DIVISION:

A. General Information

1. Initiation Date .

2. header Compliance Investigator

3. DEA Office

4. Closing Date — Exit Interview

5. Total On-Site Days

6. Total On-Site Person Hours

B. Inventory Accountability Audit

1. Number of items audited

a) Descnption and clans of items audited

DATE:

2. Audit timeframe in months

3. Number of items in variance

FOIA Confidential
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G Inspection Focal Points (Check all that apply)

I. Background information
2. Biennial Inventory
3. Recordkeeping
4. DEA Form 222
5. Physical Security
6. Procedural Security
7. Shipping/Receiving Procedures
8. Registration Verification/Customers
9. ARCOS
10. Suspicious Order Monitoring
11. Destructions
12. LosseMefts
13. Pre,4#loyment Screening
14. Will Calls
15. Powers of Attorney
16. Other

D. Comments

Please document any significant comments, questions, criticisms made by the inspector
during the inspection and exit interview and attach to this report.

E. Resolution (to be completed by Corporate Compliance Department)
Please attach all related documentation.

1. DEA Follow-Up Yes No
2. DEA Letter of Admonition Yes No
3. DEA Citation Yu No
4. Memorandum of Understanding Yes No
5. Informal Hearing Yes No
6. Formal Hearing Yes No
7. Court Proceeding Yes No
8. Consent Order Yes No
9. Total Violations Acknowledged in MO.U.
10. Fines Sought $
11. Fines Paid $
12. Resolution Date

Signature and Title of Person Completing Form Date

Division Manager's Signature Date
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FORM NAME: DEA ON-SITE BACKGROUND INFORMATION
PACKAGE

FORM NUMBER DEA # 24

FUNCTION: Used to provide DEA Investigators with company
background information daring DEA audits.
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A..

B.

C.

E.

F.

G.

H.

I.

J.

FOIA Confidential
Treatment Requested By

Cardinal

DEA ON-MYBACKGROUND INFORMATION PACKAGE,

SECTION I

Company Name:

Address:

Telephone Number.

Fax Number.

Type of Firm:

Corporate Headquarters:

FIRM'S BACKGROUND 

State of Incorporation:

Subsidiaries:

Corporate Officers: (See attached)

Principle Management Personnel:
(List all personnel and include the following information)

Name:
Title:
Length of Service:

Type of Business: 

Distribution Area: 

Methods of Distribution (Delivery Companies):  

CAH SWE 019268
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K. Hours of Operation:

L. Number of Employees

M. How long at present location:

N. Controlled substance sales as percentage of total sales: 

,,F,MONII JdCENSPS ANDRVGISTRATInNS
(attach copies of DEA registration and State licenses).

A. DEA (See attached):

B. State (See attached):

SECTION TU
(Breifly describe when inventories are taken and where records are maintained).

A. Biennial Inventories: 

B. Periodic Inventories: 

SF,CTION IV RECORDS / REPORTS 
(briefly describe the types of records and where maintained)

A. Purchase Records: 

B. Sales Records -

C. Return Records: 

FOIA Confidential
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D. DEA Form 222 = (blue & brown): 

E. Power of Attorney: 

F. DEA Form 106: 

G. DEA Form 41: 

H. ARCOS Records: 

I. Suspicious/Excessive Customer Purchases: 

J. Customer DEA Registrations and Verifications: 

FOIA Confidential
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SFMON V PROCEDURES
(Briefly describe how the following is accomplished with respect to controlled substances).

A. Receiving:

B. Order Filling:

C. Shipping:

D. Returns:

SECTION VI SECURITY

A. Structure of Building:

B. Structure of Vault:

C. Structure of Cage:

D. Alarm Company:
Address:

E. Type of Alarm Hardware:

F. Type of Circuit (McCulloh Loop, etc.): 

G. Notification Procedures:

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019271

CONFIDENTIAL CAH_MDL_PRIORPROD_DEA07_01384134
P-0932000240



H.

=I.

J.

Who Responds:

Response Time:

Alarm Company:  
Law Enforcement:  
Distribution Center Personnel: 

Persons with Alarm Keys/Passes:
(List all personnel and include the following information):

Name:  Title 
Length of Service: 

K Persons with Access to Vault:
(List all personnel and include the following information)

L.

M.

FOIA Confidential
Treatment Requested By

Cardinal

Name:  Title 
Date of Birth:  SS# 

Persons with Access to Cage:
(List all personnel and include the following information)

Name:  Title 
Date of Birth:  SS# 

Employee Screening procedures (Describe hiring practices):
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Cardinal. Health, Inc.: DEA .registered Locations

Distribution Center Address 'DEA Number

Whitmire Dist. Corp. DBA
Cardinal Health

7301 Los Volcanes Rd. NW

Albuquerque NM 87121
RWO234928

Whitmire Distribution 914 Marcon Blvd.
RW0191938Corp. DBA Cardinal PJlgntown PA 18103

Whitmire Distribution 801 C St. N.W., Suite B
RW0191813Corp. DBA Cardinal Auburn WA 98001

Whitmire Distribution 2353 Prospect Dr.
RWO231908Corp. DBA Cardinal Aurora IL 60504

Whitmire Distribution 4770 (U) Forest SL
RWO192017Corp. DBA Cardinal Denver . CO 80216

Whitmire Distribution 13188 Lakefront Drive
RWO192106Corp. DBA Cardinal Earth City MO 63045

Marmac Distributors, Inc. 4 Craftsman Road
RM0125484DBA Cardinal Health East Windsor CT 06088

Whitmire Distribution 3238 Dwight Road
RW0236009Corpora DBA Cardinal Elk Grove CA 95758

Whitmire Distribution 4 Girbraud CL
RWO243903Corp. DBA Cardinal Greensboro NC 27407

Ohio Valley-Clarksburg,
Inc. b8A Cardinal Health

6540 POdRoad

Groveport OH 43125
RR0248179

Whitmire Distribution 7052 Grand Blvd. Ste. 112 RWO191407Corp. DBA Cardinal Houston TX 77054

Whitmire Distribution 2901 Enloe St.
RW0243T25Corp. DBA Cardinal Hudson WI 54106

Whitmire Distribution 7601 NE Gardner Avenue RWO191926Corp. DBA Cardinal Kansas City MO 64120

Chapman Southeast, Inc. 2512 West Cott Blvd RCO238104DBA Cardinal Health Knoxville TN 37931

Wednesday, January 05,1000

FOIA Confidential
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Distribution Center Address DEA Number

Cardinal Southeast, Inc
DBA Cardinal Health

CORD Logistics

2045 Interstate Drive

Lakeland FL 33805

1135 Heil Quaker Blvd. Ste. 100

RC0182080

RCO229965
LaVergne TN 37086

Cardinal Southeast, Inc. 1240 Gluckstadt Road RCO221236
DBA Cardinal Health Madison MS 39110

National Specialty 556 Metroplex Dr.
RN0184363Services, Inc. Nashville TN 37211

Whitmire Distribution 1351 Doubleday
RWO192168

Corp. DBA Cardinal Ontario CA 91761

Daly,James W. Inc. DBA 11 Centennial Drive RD0108200
Cardinal Health Peabody MA 01960

Packaging Coordinators,
Inc.

3001 Red Lion Road

Philadelphia PA 19114
RP0995984

Whitmire Distribution 3821 East Broadway
RWO224294

Corp DBA Cardinal Phoenix AZ 85040

Whitmire Distribution 4422 South 38th Place RWO191940
Corp. DBA Cardinal Phoenix AZ 85040

Cardinal Southeast, Inc,
DBA Cardinal Health

42 Ross Road

Savannah GA 31405

RS0187612

Whitmire Distribution 955 West 3100 South RWO191419
Corp. DBA Cardinal Sauth Salt La UT 84119

Cardinal Syracuse, Inc. 6012 Molloy Rd. PC0003044
DBA Cardinal Health Syracuse NY 13211

Whitmire Distribution 27680 Avenue Mentry RWU16449
Corp. DBA Cardinal Valencia CA 91355

Whitmire Distribution 7500 Mars Drive RB0196522
Corp. DBA Cardinal Waco TX 76712

Ohio Valley-Clarksburg,
Inc. DBA Cardinal Health

71 Mil-Acres Dr.

Wheeling WV 26003

R00153609

National PharmPak 3450 East Pike RN0209583
Services, Inc. Zanesville OH 43701

Wednesday, January 05, 2000 Page 2 of 
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Distribution Center Address DEA Number

Williams Drug Dist, Inc.

National PharmPak
Services, Inc

NationalPhannPak
Services, Inc

1000 Linden Ave.

Zanesville OH 43701

850 Airport Distribution Drive

Zanesville OH 43701

1000 Linden Avenue

Zanesville OH 43701

PT0186038

RN0244967

RN0231427

Wednesday, January OS, 2000 Page 3 of 3
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FORM NAME: LIMITED POWER OF ATTORNEY

_ FORM NUMBER: DEA # 25

FUNCTION: Used for a change of pharmacy ownership and continuing
operation on a previous owner's DEA registration.
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LIMITED POWER OF ATTORNEY

(Name of Registrant)
(Address of Registrant)

(DEA Registration Number)

WHEREAS, (hereinafter referred to as "Seller") and
(hereinafter referred to as "Buyer"), have executed a Purchase Agreement dated
and related documents, all with the intent of transferring a pharmacy
known as (the "Pharmacy") and

WHEREAS, the transfer referred to in said Purchase Agreement is to take place,
or has taken place, on or about and

currently

WHEREAS, the parties to the Purchase Agreement and this Power of Attorney desire that
the business carried on at shall continue without interruption
while BUYER obtains a DEA registration andthe various licenses necessary in the State of
and until the transfers referred to in said Purchase Agreement take place; and

WHEREAS, such licenses are currently possessed by the Seller.

NOW, THEREFORE, in consideration of the mutual covenants and promises contained in
the Purchase Agreement and related documents, and in an effort to implement the same, I,

, who is authorized to sign the current application for registration of the above-
named registrant under the Controlled Substances Act or Controlled Substances Import and
Export Act, have made, constituted, and appointed, and by these presents do make, constitute,
and appoint , my true and lawful attorney for me in my name, place, and stead,
to execute applications for books of official order forms and to sign such order forms in
accordance with Section 309 of the Controlled Substances Act (21 U.S.C. 828) and Part 305 or
Title 21 of the Code of Federal Regulations for Pharmacy located at
Such appointment shall authorize buyer to take all actions permitted by the undersigned pursuant
to the aforesaid licenses, with respect to the management of the Pharmacy. I hereby ratify and
confirm all that said Attomey-in-Fact shall lawfully do or cause to be done by virtue hereof,
including the use of the DEA number of Seller until such time as a new DEA number and State
pharmacy licenses are issued from the proper federal and state authorities.

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019277

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384140
P-0932000246



IT IS FURTBER UNDERSTOOD that after the Closing Date in the Purchase Agreement,
at such time as the undersigned no longer owns the assets of the pharmacy aforementioned, the
operation of said pharmacy shall be solely. in the control of Buyer and that nothing herein shall be
construed so as to cause Buyer to be deemed the employee of the undersigned for any reason
whatsoever, and that no action taken by Buyer shall give rise to any liability of the undersigned to
any third party.

.It is agreed by both parties that this appointment of Attorney-in-Fact shall terminate on the
first to occur of Buyer obtaining all necessary licenses to operate the Pharmacy, or
, 199 . (Power of Attorney cannot extend beyond 45 days of closing.)

By: 

I, , accept the foregoing appointment, and I represent and warrant that I am
a registered pharmacist, licensed to practice pharmacy in the State of , and I am
the person named herein as Attomey-in Fact and, that the signature affixed hereto is my signature.

FOIA Confidential
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FORM NAME: DEA AND ARCOS DIVISION AUDIT RECAP

FORM #: DEA # 26

FUNCTION:

DISTRIBUTION:

FOIA Confidential
Treatment Requested By

Cardinal

Used to facilitate compliance with DEA record keeping and
reporting requirements and assist the Corporate Compliance
Department in monitoring divisional compliance and
identifying potential problem areas.

This form is to be completed at the end of each month. One
copy must be sent to the Corporate Compliance Department.
One copy to your group office if applicable. One copy must
remain on file at the division.
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DEA & ARCOS DIVISION AUDIT RECAP

1. PP Number

Division

Counts
Product Actual

Discrepancies to counts and follow-up action taken:

Variance

2. Morgue - no controlled substances in morgue or in staging area for customer returns.
COMPLIANCE Yes No

3. Receiving Area - No controlled substances left out or unattended in receiving.
COMPLIANCE Yes No 

4(a). Review of prior month's brown customer purchase copy'ofnarcotic blanks.*
COMPLIANCE . Yes  No

4(b). 'Review of prior month's DEA green copy of form 222.
COMPLIANCE Yes No 
Review of prior month's blue receiving copy of narcotic blanks for purchases
COMPLIANCE Yes No
Division Manager or designee has approved and initialed blanks for excessive customer purchases.
COMPLIANCE Yes No

7. DEA form 106 submitted timely to DEA for variances, losses or thefts.
Date variance occurred  Date loss/theft ocurred  
Date form 106 was submitted  Date form 106 was submitted  
(attach copy of Form 106)

S. DEA Form 41 submitted for destruction and verification of ARCOS submission.
COMPLIANCE Yes No

9. Excessive purchase report on file with copies of contact sheets sent to state and local DEA offices.
COMPLIANCE Yes No

10. ARCOS and DEA Submission control form with return receipt copy, from prior month.

COMPLIANCE Yes No
11(a). Month-end physical cycle counts for vault and cage with no variances.

VARIANCES Yes  No If no, how many new variances this month? 
1 1(b). Compliance to follow-up variance procedures.

Yes  No
12. ARCOS errors report researched and resubmitted.

Yes No 
Attach copies of blanks found not to be in compliance.

Division Manager's Signature
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~' rdinal
talth, Inc.

VIOLENCE PREVENTION PROCEDURES
IN CASE OF ROBBERY

DO
PJ2KEMBER, THE SAFM OF YOUAND YOUR EMPLOYEES IS THE NUMBER ONE
CONCERN.

KEEP IT SHORT AND SMOOTH The longer the robbery takes, the more nervous the robber
becomes.

EXHIBIT G

❑ Handle the entire procedure as if you were making a sale to a customer.
❑ The average robbery takes less than two minutes.

OBEY THE ROBBERS ORDERS. Robbers seldom hurt people who cooperate with them.

❑ Let the robber know that you intend to obey.
❑ If you are not sure of what the robber is telling you to do, ask.
❑ Keep calm and observe what the robber looks like and what he is wearing. Remember

exactly what he says.
❑ Try to get the robber out of the building as soon as possible.

TELL THE ROBBER ABOUTANYPOSSIBLE SURPRISES.

❑ If you must reach for something or move in any way, tell the robber what to expect.
❑ If someone is in the cage or vault
❑ If the alarm system must be turned off, tell the robber.

CALL THE POLICE. Do not hang up until they tell you to do so. Notify the Cardinal Health,
Inc. Compliance Department as soon as possible.

O Keep their numbers near the phone.
❑ Stay
~ 
n the phone until they tell you they understand and have all the information they

O Keep at least one line into the division open for incoming calls.
❑ Write down a description of the robber and what they said.
❑ Protect the crime scene. Discontinue business until the police are finished. Do not touch

any evidence.

DON'T
DONT ARGUE WITH THE ROBBER

❑ Give him all the cash and merchandise he wants.
❑ Remember, the robber has the upper hand — follow instructions.

DONT FIGHT WITH THE ROBBER.

❑ The merchandise is not worth risking physical harm.
❑ Trying to overtake a robber is foolish, not heroic

DONT USE WEAPONS.

❑ Weapons breed violence.

DONT CHASE THE ROBBER.

❑ You could be mistaken as the robber by the police.

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019287

CONFIDENTIAL CAH_MDL_PRIORPROD_DEA07_01384150
P-0932000256



CNART II
TABLE OF OFFENSES AND PENALTIES

UNDER THE CONTROLLED SUBSTANCES ACT

REGISTRANT OFFENSES
(COMMERCIAL) COMMITTED KNOWINGLY

OTHER COMMERCIAL VIOLATIONS

EMBIT H

First Second
Offense Offense

Max: Max:
1 yr., $25,000 2 yrs.. $50.000

Max: Max:
$25,000 $50,000
(civil fine) (civil fine)

DISTRIBUTION OF I & II SUBSTANCES
NOT PURSUANT TO ORDER FORM,
FALSE RECORDS, COMMUNICATIONS Max: Max:
VIOLATION. ETC. 4 yrs., $30,000 a yrs,. $60,000

FELONY VIOLATOR AND ORGANIZER
OR LEADER IN CONTINUING CRIMINAL
ENTERPRISE (SUBSTANTIVE OFFENSE)

UNLAWFUL DISTRIBUTION, POSSESSION
WITH INTENT TO DISTRIBUTE, MANU-
FACTURE, ETC. (INCLUDES REGISTR-
TRANTS) NARCOTICS IN SCHEDULES I & II

NONNARCOTIC SCHEDULE I, II AND
ALL III SUBSTANCES

Max: Max:
Life, $100,000 Life, $200,000
Profits, Assets Profits, Assets
Min: 10 yrs. Min: 20 yrs.

Max:
30 yrs., $50,000

Max: Special Parole:
15 yrs., $25,000 6 yrs.

Max: '
5 yrs., $15,000

Max:
10 yrs., $30,000

Max: Max:
SCHEDULE IV SUBSTANCES 3 yrs.. $10,000 6 yrs., $20,000

Max: Max:
SCHEDULE V SUBSTANCES 1 yr.. $5.000 2 yrs., ;10,000

UNLAWFUL IMPORTATION OR EXPOR-
TATION

NARCOTICS IN Max: Max:
SCHEDULES I & li 15 yrs., $25,000 30 yrs., $50,000

NONNARCOTIC SCHEDULE Max: Max:
I & 11 AND ALL III SUBSTANCES 5 yrs.. $15,000 10 yrs., $30,000

Max: Max:
SCHEDULE IV SUBSTANCES 5 yrs.. $15.000 10 yrs.. $30,000

DANGEROUS SPECIAL DRUG OFFENDER
WHO (A) IS AN ADULT AND (B) IS
CHARGED WITH FELONY, AND 1) HAS
TWO CONVICTIONS AND HAS SERVED
ME IN PRISON, OR 2) DEALS REG- Max:

.jLARLY FOR PROFIT OR 3) IS AN 25 yrs. Same
RGANIZER OF CONSPIRACY. (SEN- fine otherwise
ENCING PROVISION) prescribed

SIMPLE POSSESSION OR DISTRIBUTION OF ANY
CONTROLLED SUBSTANCE FOR NO

FOIA Confidential
Treatment Requested By

Cardinal

None

Max: Max:

CAH SWE 019288

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384151

P-0932000257
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EXHIBIT J
CONTROLLED SUBSTANCES REGISTRATION CERTIFICATE

UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION

WASHINGTON, D.C. 20537
,... 1eldtae lrrbabrreaa Ap n. «~. n.d. a Parf tl ro11.w:

MM. U) A #*Wam an PM1tb14 b escom ap 10 0wwwm.a. d4V*.a. a<do.~ a oon, a A &MWM 11MY be SOMMId of mawd by ow Afton" Gwwmupon. h wwj am Bra nosorM.
It) n!. n1.Yn.Yy hW1W .A/ aoo~an Ned WYM10 b p rapu~.d ~ .Ire we or w.1n
III nfa t1..n oornr— d'■ bogy urbw M Ira or "@ M or any aour ''er. at or Urbad Sren..ar of aw Shn. rum b .ny araw.noa
OOYrd in Me b" u r mrrauo.111bC7rp: or
(S) m nod 1q ftw ewrw•ar•rrgdfflM n nna.r.Nd iwabd..ardon.d by C0110woot Servo w hOft Wd s no bnW utoranaad ty .SWo.1nr w-avow n. ft WWWA oo 1v Om&AM of ftDww * :a1

. DEA REGSTRATION TW REGISTRATION
EXo1RES 

PWO191685 05-31-96

'NUMBER ro

SCHEDUta

2+3+3N+4,5 "DISTRIBUTOR

IN
643 9.:`^
 l
DATEISSUED 

Cy-ZC-95)
--

r .
. WHITMIRE DISTRIBUTION CORP
DBA CARDINAL HEALTH
353C PAN AMERICAN FWY NE
ALBUQUERQUE+ NM . 871C'

N

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP. CONTROL, LOCATION, BUSINESS ACTIVITY, OR VAUDAFTER THE EXPIRATION DATE

— 1AT .. 1 i . — -41- .-....-.. 1A~ '.t

FOIA Confidential
Treatment Requested By

Cardinal

1.

./

CAH SWE 019290

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384153
P-0932000259
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EXHIBIT L

December 1, 1995

DEAR VALUED CUSTOMER

Our records indicate that your D.E.A. Registration Certificate expires as of

Please provide us with a copy of your current Registration Certificate as soon as possible
to avoid service interruption of Controlled Substance Items.

A self-addressed envelope is enclosed for your convenience.

Thank you in advance for your prompt attention to this matter.

Sincerely,

Division Manager

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019292

CONFIDENTIAL CAH_MDL_PRIORPROD_DEA07_01384155
P-0932000261



CARDINAL HEALTH
DEA REGISTRATION VERIFICATION FORM

Dear Customer:

The Code of Federal Regulations (21 CFR 1301.74(a)) requires that we maintain your current
DEA and State registration numbers in our files. Please allow our sales representative to
transcribe the pertinent information.

DEA CONTROLLED SUBSTANCES REGISTRATION CERTIFICATE

Customer Name:

Address:

Registration Number:

Expiration Date:

l l l l l l l

Two letter prefix Seven letter suffix

(Circle permitted schedules 2 2N 3 3N 4 5)

Registration (License) Number:

Expiration Date:

STATE REGISTRATION CERTIFICATE

SIGNATURE

FOIA Confidential
Treatment Requested By

Cardinal

(Cardinal Health Sales Representative)

CAH SWE 019293

CONFIDENTIAL CAH_MDL_PRI ORPROD_DEA07_01384156
P-0932000262
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Excessive Purchases EXHIBIT P

Schedule II

Product
Codeine Sulf

Dextroamphetamine
(Dexedrine, Dextrastat)

Desoxyn

Hydromorphone
(Dilaudid)
Methadone
(Dolophine)
Meperidine
(Demerol, Meprozine,
Mepergan Fortis)
Methlyphenidate (Ritalin)

Strength
All

Dosage Limit

Hospital Retail
800 Tabs 400 tabs

All 700 Tabs/Spans

All 300 Tabs/Grad

All 900 Tabs

All, 2000 Tabs

All

All

Morphine Sulfate (MS
Contin, MSIR, Oramorph) All

Oxycodone/Acet
(Tylox, Roxilox, Roxicet,
Percocet, Endocet)
Oxycodone/Asa
(Percodan, Endodan,
Roxiprin)
Oxycodone
(Oxcontin, Roxicodone)

FOIA Confidential
Treatment Requested By

Cardinal

600 Tabs

800 Tabs.

600 Tabs

All 3800 Tabs/Caps

All

All

500 Tabs

800 Tabs

800 Tabs/Spans

500 Tabs/Grad

500 Tabs

700 Tabs

400 Tabs

800 Tabs

500 Tabs

1200 Tabs/Caps

500 Tabs

600 Tabs
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Excessive Purchases EXHIBIT P

Schedule III, IV, V

Product

Acetamenophen w/Cod
(Tylenol w/Cod, Phenaphen)

Alprazolam
(Xanax)

Butalbital Compound
(Florinal w/Cod, Mortal,
Fioricet w/ Cod)

Aspirin w/Cod

Clorazephate
(Klonopin)

Clorazephate
(Tranxene)

Diazepam
(Valium)

Dexfenfluramine
(Redux)

Diphenoxylt/Atropine
(Lomotil, Lonox)

Dronabinol
(Marinol)

Fenfluramine HCL
(Pondimin)

Hydrocodone
(Anexsia, Dolaset, Hydrocet,
Hycodan, Hyphen, Lorcet, Lortab,
Zydone, Vicodin)

Lorazepam
(Ativan)

Meprobamate
(Miltown, Equanil)

Phentermine
(Ionamin, Fastin, Adipex-P)

Pentazoline
(Talwin, Talacen)

Propoxyphene
(Darvon, Darvocet, Propacet)

Temazepam
(Restoril)

FOIA Confidential
Treatment Requested By

Cardinal

Dosage Limit

Strength Hospital Retail

All 1400 Tabs 1300 Tabs

All 1400 Tabs 2500 Tabs

All 500 Tabs/Caps 500 Tabs/Caps

All 300 Tabs 400 Tabs

All 1000 Tabs 800 Tabs

All 700 Tabs 1300 Tabs

All 1000 Tabs 2500 Tabs

All 400 Caps 500 Caps

All 1600 Tabs 7500 Tabs

All 300 Tabs 400 Tabs

All 800 Tabs 1700 Tabs

All 1200 Tabs/Caps 800 Tabs/Caps

All

All

All

All

All

All

1200 Tabs 2400 Tabs

600 Tabs 1400 Tabs

600 Tabs 1100 Tabs

700 Tabs 700 Tabs

1100 Tabs 1900 Tabs

700 Caps 800 Tabs
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Exhibit Q

Error Correction

In the following examples, assume the worst case --- the order was
shipped to the customer. Also assume the shelf count confirms the error.

Although these examples only address shipping errors involving Schedule II
controlled substances, certain portions of the corrective action processes also
apply to shipping errors involving Schedule III-V controlled substances which
must be handled in a similarfashion.

Example 1: A customer orders Ritalin 5mg 100. The order is keyed as
Ritalin 10mg 100. The order filler picks Ritalin 10mg 100. Customer receives
and is invoiced for the wrong item.

Corrective Action:
• Request the customer submit a blank for the mispicked item (Ritalin

10mg 100). Have the customer back date the blank to reflect the
original order date.

• Review the blank for accuracy, record the actual ship date, change the
blank number in the ARCOS record. The blank number cannot be
changed on the invoice.

• Key in the original blank with the correct item (Ritalin 5mg 100). Pick,
bill, and ship the product. Attach a legible statement, preferably typed,
to the original blank which reflects the correct NDC, ship quantity and
date. Create an invoice and ARCOS record for the correct item.

• If the customer wants to return the mispicked item (Ritalin 10mg 100),
issue a blank to the customer to buy back the product. Upon receipt,
issue credit to customer.

Example 2: A customer orders Ritalin 5mg 100. The order is keyed as
Ritalin 5mg 100. The order filler picks Ritalin 10mg 100. Customer gets wrong
item, but is invoiced for the right item.

Corrective Action:
• Have the customer submit a blank for the mispicked item (Ritalin 10mg

100). Have the customer back date the blank to reflect the original
order date.

• Review the blank for accuracy, record the actual ship date. Key in an
order for the mispicked item (Ritalin 10mg 100), but do not ship the
product. The customer will receive an invoice, but no product.

• Ship the correct product (Ritalin 5mg 100) from the original blank. The
customer will get product, but no invoice.

• Change the ship dates of the products in the ARCOS records. The
original invoice cannot be changed to reflect the actual ship date.

ERRORS.doc 5/25/99
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• If the customer wants to return the mispicked item (Ritalin 10mg 100),
issue a blank to the customer to buy back the product. Upon receipt,
issue credit to the customer.

Example 3: A customer orders 5xRitalin 5mg 100. The order is keyed as
10xRitalin 5mg 100. The order filler picks 10xRitalin 5mg 100. Customer was
billed for and received more than what he ordered.

Corrective Action:
• Request the customer submit a blank for the additional product. Have

customer back date the blank to reflect the original order date.
• Review the blank for accuracy, record actual ship date of product.
• Correct the ARCOS record to show correct ship quantity for original

blank. The blank number and ship quantity cannot be changed on the
invoice. Create another ARCOS record to show ship quantity, date,
and blank number of overshipment.

• Correct the ship quantity on the original blank by drawing a line
through the incorrect quantity and entering the correct quantity.

• If the customer wants to return the extra product, issue a blank to the
customer. Upon receipt of the overshipment, issue credit to the
customer.

Example 4: A customer orders 5xRitalin 5mg 100. The order is keyed as
5xRitalin 5mg 100. The order filler picks 10xRitalin 5mg 100. Customer
received more than what he ordered or was billed.

• Request the customer submit a blank for the additional product. Have
customer back date the blank to reflect the original order date.

• Review the blank for accuracy, record the actual ship date of the
product.

• Key in an order for the overshipment, but do not ship product.
Reference the actual ship date in the text.field of the order:

• Modify the ARCOS record to show the correct ship date of the product.
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Exhibit R
United States Department of Justice
Drug Enforcement AdministrationOffice of Diversion Control
Suspicious Orders Task Force

EXMIT HI

SUSPICIOUS ORDER REPORTING SYSTEM OF 1998For Use in automated tracking systems

The Current Calculation Being Usedfor List I Chemicals and Schedule II - V Controlled Substances
Terms ,& Definitions 

This formula is used to calculate the quantity which, if exceeded in one month,constitutes an order which may be considered excessive or suspicious.
1) Add purchase quantities for the last 12 months for all customers within sameDistribution Center and for customer type (Hospital, Pharmacy or Other) for any List Ichemical containing item stocked by the Distribution Center.
2) Add Customer months for every record used in above total. (Months within the last 12that customer purchases of the item were not zero).

3) Divide total quantity purchased by the total customer months.
4) Then multiply by the factor below to give the maximum amount that the customer canorder per month before showing up on the suspicious order report.

Note: Factor equals 3 for C-H and C-III Controlled Substances Containing List 1Chemicals and 8 for C-III N-V Controlled Substances and non-Controlled OTCproducts containing List I chemical items.

5) At the end of each month, a report will be transmitted to DEA (separate reports forList I Chemicals and Schedule II - V Controlled Substances) of all purchases of List IChemicals and/or C-II-V Controlled Substances and List I containing OTC items byany customer whose purchase quantities exceed the parameters (above) any (2)consecutive months or in three (3) of any moving six (6) month period.
Using a computer to manage and report on high volume transaction business activities withextremely short order cycles times (receipt to delivery) is the only viable, cost effectivemethodology for the reporting of orders which may be considered excessive or suspicious.
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APPENDIX E

Methamphetamine Control Act
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~1
U.S. Department of Justice

Drug Enforccmcnt Administmtton

WashmVam AC 2MY

jW 2 51992

Ms. Sherry Haber
National Wholesale Druggist Association
105 Oronoco Street
Alexandria, ,Virginia 2231.4

Dear Ms. Haber:

It has been brought to the attention of the Drug Enforcement
Administration (DEA) that some confusion exists regarding the
proper completion of the DEA Form 222 with respect to the "number
Of lines completed." This letter is written to help alleviate
some of the confusion.

Title 21 of the Code of Federal Regulations (CFR), section
1305.06(b) states that only one item shall be entered on each
numbered line. It* further states that the total number of items
ordered shalV be noted on the order form in the space provided.
On the current version of the DEA Form 222, the aforementioned
"space provided" is termed "number of lines completed." When the
above requirements are followed to the letter, there is no
discrepancy between the number.of items ordered and the number of
lines completed.

Problems in interpretation have been encountered when the
purchaser either uses more than one line to describe an item or
voids an item. In the first instance, the correct interpretation
would be to list the number of items ordered on the form in the•
space labeled "number of lines completed." The DEA Form 222 will
be revised in its next printing to rename the heading "number of
items ordered."

The issue of voided lines on the order firm is perhaps a bit
less clear out in its interpretation. In strictly interpreting
the regulations, the only conclusion which can be reached which
is not open for interpretation is that a supplier may not fill an
order form which "shows any alteration, erasure, or change of any
description" (21 CFR 1305.11(2)). In fact, iustructicna provided
on the reverse side of the DEA Form 222 advise the purchaser
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Ms. Sherry Haber Page Two

not to make erasures or alterations. They state that if an error

should be made, all copies of the form should be voided and kept

on file.

In addition, the regulations imply that only a supplier, not

a purchaser, may void an item on a - DEA Form 222. Section

1 305.15(a) of the regulations states:

A purchaser may cancel part or all of an order
on an order form by notifying the supplier in
writing of such cancellation. The supplier

shall indicate the cancellation on Copies 1

and 2 of the order form by drawing a line

through the canceled items and printing

"canceled" in the space provided for number of

items shipped.

Consequently, the supplier is the only individual that has

the authority to indicate the cancellation on the order form.

A separate but related issue has also been raised regarding

generic substitution of order forms. DEA policy does not

preclude generic substitution of identical products provided that

the name and National Drug Code number of the actual product

shipped is reflected an the form. Therefore, it would be

acceptable to make a substitution provided that the customer

agrees to accept a generic rather than a brand name product, the

generic product of a manufacturer other than the one specified or

a brand name product rather than a generic one. Therefore, the

purchaser x111 not be required to submit a new DEA Form 222 to

accommodate such a change.

Please disseminate the enclosed information to the members

of your organization in an effort to dispel any problems they are

perhaps encountering with the form. Thank you for your attention

to this matter.
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~7 Cardinal Health 

TOs
Clarence Crisp/Cdc
Paul Exley/Ovc
Ron Fraala/Bos
Rick Gliot/Cdc
Ben Jones/Zan
GeoffYdrkham/Har
Carol Verrasao/Buf
Pete Westermanm/Syr

CC: George Bennett

June 29, 1992

Steve Reardon/Bas

Order Forms (DEA Form 222)

At a recent NWDA/DEA meeting that I attended, DEA issued the attached letter to
fi=her clarify their position on the proper completion of DEA Form 222 with respect to
number of lines completed, voided or canceled fins, and generic substitutions. The
regulatory interpretations are as follows:

• When two lines are used on an order form to describe one item, the number of lines
completed at the bottom should be one. If two lines are used to order one item and
two" is entered in the number of lines completed, the order form nnust not be filled.

• A customer cannot void or cancel a line on the order form. If an order form is
received from a customer with a voided or canceled line, the order form is considered
defective and cannot be filled. Only .a supplier may void an item on DEA Form 222
The customer may cancel a line by notifying the supplier in writing.

• It is acceptable to substitute generic product for generic product, generic product for
brand name product, or brand name product for generic product provided that the
products are equivalent, the mare and the NDC number of the actual product shipped
are reflected on the order form. and the purchaser agrees to the substitution.

Please read the letter for the specifics of these interpretations and pass the information on
to the appropriate personnel in your division. Your customers should be notified
regarding the consequences of their voiding or canceling a line.

DEA has informed, their local offices of these interpretations, and you can expect
regulatory enforcement to be consistent with the information contained in the letter.

If you have any questions, please call.

Attachment
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7 Cardinal Health 
To: 

Clarence Cr*Cdc
Paul Exley/Ovc
Ron Franks/Bos
Rick Gliot/Cdc
Ben JonevZan
Geoff Kirkham/Har
Carol VerrasUw13uf
Pete Westermann/Syr

CC: George Bennett

DAM

FROM:

suel:

June 29, 1992

Steve Reardon/Bos

Order Forms MEA Form 222)

At a recent NWDA/DEA meeting that I attended, DEA issued the attached letter to
further clarify their position on the proper completion of DEA Form 222 with respect to
number of lines completed, voided or canceled lines, and generic substitutions. The
regulatory interpretations are as follows:

• When two lines arc used on an order form to describe one item, the number of lines
completed at the bottom should be one. If two lines are used to order one item and
"two" is entered in the number of lines completed, the order form must not be filled.

• A customer cannot void or cancel a line on the order form. If an order form is
received from a customer with a voided or canceled line, the order form is considered
defective and cannot be filled. Only a supplier may void an item on DEA Form 222.
The customer may cancel a line by notifying the supplier in writing.

• It is acceptable to substitute generic product for generic product, generic product for
brand name product, or brand name product for generic product provided that the
products are equivalent, the name and the NDC number of the actual product shipped
are reflected on the order form, and the purchaser agrees to the substitution.

Please read the letter for the specifics of these interpretations and pass the information on
to the appropriate personnel in your division. Your customers should be notified
regarding the consequences of their voiding or canceling a line.

DEA has informed their local offices of these interpretations, and you can expect
regulatory enforcement to be consistent with the information contained in the letter.

If you have any questions, please call.

Attachment
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TO:

Cardtrlai Health 

John Dewees DAM December 16,1992
Paul Exley 

Fay:

Ron Franks Steve Reardon
Rick Gliot s

Ben Jones DEA Form 222
Willard Lawrence
Doug Pace
Carol Verrastro
Pete Westermam.

CC. George Bennett
Clarence Crisp

Please be advised that DEA has made changes on DEA Form 222 (sample attached). They
are as follows:

• "No. of Lines Completed" has been changed to'Wo. of Items Ordered (Must Be Ten or

Less)"

• Instruction #8 on the reverse side was changed from.

to:

8. Eater the number of items ordered — this should correspand to the
number of lines used, It this number has trot been entered, the fors
will be returned to you for completion before the supplier is allowed to
fm h.

S. Enter the number of decent items ordered — this gennuffy sboald
correspond to the number of lines used. if • comber has act beet
entered. the form will be returned to you for completion before tie
supplier is allowed to fill it.

These changes were made in an attempt to facilitate compliance with 21 CFR 1305.06(b)
which reads:

(b) Only one item shall be entered on each numbered liar. There am ten
lines on each order form. H one order form Is not smTkient to hseisde
all items in an order, additional forms shall be used. Order forms for
eadfentanil etorphine dipremorpbine shall contain only these
substances. TM total somber of items ordered shall be noted on that
form in the space provided.

Please pass this information on to the appropriate personnel in your division. If you have any

questions, please call.

Attachment
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U.S. Department of Justice

Drug Enforcement Administration

woomflaa O.G 200

APR " - 1993

Mr. Dan 'white

Director, Distribution Projects

and Regulatory Affairs

McKesson Drug Company

One Post Street

San Francisco, Cali'ornia 94104-5296

Dear Mr. white:

Reference is made to your recent letter in u::seh you asked

for clarification of the Drug £aforcement Administration's 
(DEA)

policy regarding the "Number of :tems Ordered" box on DEA

Forms 222.

We had hoped to eliminate such of the confusion regarding

the proper completion of order forms by changing th
e heading for

this box from ":Number of Lines Completed" to "Number
 of items

Ordered," out based upon ,your inquiry and others we have

received, is is apparent that some confusion still exists
.

In your letter, you cited as an example an inst
ance where s

purchaser has used five' lines on a DEA Form 222 to 
order

controlled substances. ':.ine 91 and tine Au both contain entries

for the same product ana package size, i.e. "1 x
 100 Ritalin Tab

5mg." You a*wea wnether .the "9uaoer -f :teas Ordered" would be

"five" or "four."

Section 1305.06 (c) of Title 21 o: the Code or Federal

Regulations (CFR) specifies that "An item shall 
consist of one or

more commercial or bulk containers of the same 
'finished or bulk

form and quantity of the same aubstanee; a 
separate item shall be

made for each commercial or bulk container of 
different finished

or bulk form, Quantity or substance." It is our position,

therefore, that in the example you cited, !our items wert
ordered. If the purchaser in this case had erroneousl

y indicated

that five itema had been ordered (most likely ba
sed on the !act

that five lines had been completed), we would 
deem this to be a

minor error which could be corrected.
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Mr. Dan white Page Two

It has always peen our intent to keep all a,• our Diversion
Investigators 'knowleageable about interpretations of the
Controlled SUbstances Act and impleuent:ng regulations as well as
DEA policy. . If you are aware of any inconsistencies in our field
offices' interpretatibn of the CSA, the regulations or DEA
policy, please bring It to Ms. Carter's or my attention so the
s"!-tuation can be rectified.

If I can be of further asslstanee, please let me know.

Sincerely,

G . 'P a as/C~ affel ; Chief
Liaison and Policy Section
Cffice o.' Diversioc Control
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U.S. Department of Justice

Drug Enforcement Administration

wpmn. D.C. 2W7 _

Ks. Diane P. Goyette
Director of Regulatory Affairs
National Wholesale Druggists' Asaoeiation
P.O. Box 2219
Reston, Virginia 22090-0219

Dear Hs. Goyette:

MAY 181993

T his is in response to your letter of March -8, 1993,
regarding the issues raised at the National Wholesale Druggists'
Association's (KWDA) Regulatory Affairs Working Group meeting in
San Antonio.

T he issues raised at the meeting are important and we look
forward to continuing to work with the KWDA on matters concerning
compliance with Federal and state laws and regulations governing
controlled substances. We have relayed the working group's
concerns regarding consistency in the Drug Enforcement
Administration's interpretation of policy to all of our field
offices. We have also reminded them that responses to policy
questions should be made in writing if requested by the
registrant.

Thank you, for allowing members of the Office of Diversion
Control staff to meet with you. We believe that by sharing
concerns and ideas to prevent the diversion of legitimate
controlled substance, both DEA's mission and NWDA's needs will be
met.

1973
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U.S. Department of Jusdce

Drug Enforcement Administration

JUN 2 31993
Mr. Larry L. Holland
Corporate Director
Security and Regulatory Compliance
Alco Health Services.Corporation
P.O. Box 959
Valley Forge, Pennsylvania 19482

Dear Mr. Holland:

This is in response to your letter of April 22, 1993, in
which you question the use of a former owner's Drug Enforcement
Administration (DEA) registration by the new owner following the
purchase of -a pharmacy. There have been certain instances
recently which have resulted in our reevaluating the
circumstances under which these procedures may be used.

It is DEA's policy that upon purchasing a pharmacy the new
owner must obtain a new DEA registration prior to dispensing
controlled substances. However, we recognize that there may be
occasions when, due to circumstances beyond the new owner's
control, issuance of the appropriate state permits and,
consequently, the new DEA registration may be delayed. In such
situations, it may be permissible for the new owner to continue
the.-business of the pharmacy under the previous owner's
registration, provided certain conditions are met by both new and
old owners.

The primary condition is that both the buyer and seller
enter into a power of attorney that specifically sets forth the
following:

1. The seller agrees to allow the controlled substance
activities of the pharmacy to be carried out under the
seller's DEA registration;

2. The seller agrees to allow the buyer to carry out the
controlled substance activities of the pharmacy, including
the ordering of controlled substances, as an agent of the
seller;
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Mr. Larry L. Holland
Page Two

3. The seller acknowledges that, as the registrant, theywill be held accountable for any violations of controlledsubstance laws which may occur; and

4. The buyer agrees that the controlled substanceactivities of the pharmacy may be carried out under theseller's registration for no more than 45 days after thepurchase date, which shall be recorded in the agreement.

In addition, the buyer must notify the appropriate local DEAoffice of the proposed use of the seller's DEA registration and,if requested, furnish a copy of the agreement. Shouldcircumstances warrant, the local DEA office may withholdpermission for the buyer to use the seller's registration number.The buyer cannot automatically assume that they will beauthorized to utilize the seller's registration to conductcontrolled substance activities.

With respect to your concerns regarding good faithverifications under such conditions, the best approach is torequire that a copy of the.power of attorney be provided with thecopy of the registration certificate.

I trust the above adequately addresses your concerns. Ifyou have any further questions or comments, please do nothesitate to contact this office at (202) 307-7297.
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Fq Cardinal Health 

TO Tom Blaylock/Nartond *dalty Sm.
John Dewexs Ai nnw
Paul Exley/Ohio Valky
Ron Franks/Dety
Rick Gliot/Chaprnoa
Ben Jones/Bausy
Brian Landry/Aw~
=Doug Pace/F7Mdo

John Roth/Sotonww
Carol Vosastro/Efton
Pete Westexmann/spwum

CC: George Bennett/Drb1in

June 29. 1943

Steve Reardon/D*Aw

DEA Policy

Typically, local DEA offices are willing to provide registn its with regulatory policy
interpretations but am hesitant to put these iiiterpre two'ns iii wi ft However, acwr&g
to the attached letter, the field offices have recently been instructed to respond to policy
questions in writing if requested by the registrant. In response to this new directive from
Washington, our policy should be to ask for all iata V. etations of DEA regulations and
policies or approvals of procedures for your operation to be put in writing. This practice
will protect us against potcntial violations that could result when bang inspected by DEA
investigators who disagree with the intapretation or are new to the local office. If the
local office is hesitant to put something in writing. please fed free to provide them with a
copy of this letter or contact nee, and I will handle it.

If you have any questions, please call.

Attachment
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N Cardinal Health 
To. Sales and Operations Personnel

Linda Zadengo

CC: George Bennett
Pete Westerman

DATE.

FROM:

suer

August 25, 1493

Steve Reardon

Change of Pharmacy Ownership:
DEA Policy

Change of pharmacy ownership and continuing operation on a previous owner's DEA
registration is an issue which has created ongoing confusion and inconvenience for us and
our customers because of varying local DEA interpretations as to whether or not this is
allowed.

DEA Headquarters recently documented DERs official policy in the attached letter, which
states that continued operation is permissible when certain conditions are met by both the
a meat and previous owners.

The primary condition is that both the buyer and seller enter into a power of attorney that
specifically sets forth the following:

1. The seller agrees to allow the controlled substance activities of the pharmacy
to be carried out under the seller's DEA registration;

2. The seller agrees to allow the buyer to carry out the controlled substance
activities of the pharmacy, including the ordering of controlled substances, as
an agent of the seller,

3. The seller acknowledges that, as the registrant, they will be held accountable
for any violations of controlled substance laws wlach may occur. and

4. The buyer agrees that the controlled substance activities of the pharmacy may
be carried out under the seller's registration for no more than 45 days after the
purchase date, which shall be recorded in the agreement.

Prior to selling to the new owner, you should obtain a copy of the power of attorney and
file it with the copy of the previous owner's DEA registration certificate.

In addition, you must monitor the 45-day limit on controlled substance activity imposed as
part of this policy.

If you have any questions, please call.

Attachment
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I Cardinal Health 
TO

Sales and Operations Personnel

CC: George Bennett

DATE

►ROM•

suar

August 25, 1993

Steve Reardon

Mid•Levd Practitioners (MLPs)

The Drug Enforcement Administration (DEA) published a final rule in the June 4 Federal
Register establishing a new category of DEA registrants, midlevel practitioners (!LPs).
The rule defines MLP as "an individual practitioner... other than a physician, dentist,
veterinarian, or podiatrist, who is licensed, registered, or otherwise permitted by the
United States or the jurisdiction in which he/she practices, to dispense a controlled
substance in the course of professional practice." Examples of MLPs include nurse
practitioners, nurse midwives, nurse anesthetists, clinical nurse specialists, and physician
assistanu.

MLPs will now be registered with DEA, but their authority to prescribe, dispense, and
order controlled substances is granted by the state in which they practice and varies

greatly among the states and types of MLPs (see attached). The final rule places
responsibility for verifying this authority on the supplier, a complicated task at best.

I dolt believe MLPs represept a significant new class of customers who would generate
large volume sales and, because of the compliance difficulties posed by the authority
verification respomibility, recommend that we do not sell directly to them. However, if
this turns out not to be the case, we can reevaluate this position.

Please pass this information along to the appropriate staff in your division. If you have any
questions, please call.

NOTE.• The new MLP registration number will begin with the letter "M" rather
than the letters "A" or "B" currently used for traditional practitioners.

Attachment

Disriburion:

Deaxd Bbey
Dave Blaylock
Tom Bbytock
Jim Bonanni
Terry Brown
Chip Caney
John Decrees
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-NOg,t A. Sftffwusn. Cna+n+on or the Boora
Rana►a J st►ecr. Presoent a CEO

National Wholesale

Druggists' Association

P  Bos 7219. Ratan. VA 9 Fax 17M/76749M
10 Micnosr Fa►aoov Dave. sues 400. Reston. VA 22090,Wa . 703/787=

August 20, 1993

TO: Active Member CEO's
Government Affairs Committee
Regulatory Affairs Working Group

FROM: Diane Goyette
Director of Regulatory Affairs

Robin Pollini
Regulatory Analyst

SUBJECT: DEA Mid-level Practitioner Rule: Information on State Prescribing Authority

As previously reported to you, the Drug Enforcement Administration (DEA) published a
final rule in the June 4 Federal Register establishing a new category of DEA registrants. Under
this rule, mid-level practitioners (MLPs), such as physician assistants and nurse practiboners. Will
obtain and use their own DEA numbers to prescribe, dispense and order controlled substance%
subject to state requirements. The rule went into effect on July 1. 1993. We have a!tiched a
copy of a June 1993, Government Update article outlining the new regulations (Attachment A).

MLPs will now be registered with DEA, but their authority to dispense controlled
substances is granted by the state in which they practice. The final rule places the responsibility
for verifying the degree. of the MLP's authority to order and prescribe controlled substances on
pharmacists, wholesalers and other parties in the distribution chain. Because presalbinp
authority varies so widely among states and types of MLPs, wholesalers need to be famMar with
the restrictions imposed by each state that they service.

NWDA has developed the enclosed materials to familiarize you with the MLP prescrtft
authority in each state. We hope you will find them helpful in determining your obligations under
the new DEA rule. The materials are based on information received from the National
Association of Boards of Pharmacy. the American Academy of Physician Assistants. the American
Nurses Association and various state authorities. In addition to the Government Update article,
we have included the following:
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Mid-Level Practitloner Prescribing Authority by State Chart (Attachment B) - This
chart provides information on the prescribing authority, per state, for the following Mips:
doctors of homeopathy, physician assistants, advanced registered nurse practitioners,
.other nurses' and optometrists. This is only a partial list, containing Information on the

N - A -

CAH SWE 019340

CONFIDENTIAL CAH_MDL_PRIORPROD_DEA07_01384203
P-0932000309



more commonly encountered MLPs. It should be noted that other practitioners may be
covered under the MLP rule. For the purposes of this chart. the term 'other nurses'includes clinical nurse specialists, nurse midwives, certified registered nurse anesthetists
and various nurse practitioner specialists.

The chart takes each state and assigns the five MLP groups a number representing theirprescribing authority under that state's regulations. MLPs with Independent prescribing
authority (category 1) or limited prescribing authority (category 3) are probably of the mostconcern to you as a wholesaler because these MLPs have the greatest degree of
authority to prescribe. Dependent describing authority (category 2) In some states may
also be of concern. A description of the categories appears at the beginning of the chart

Notes on Dependent and Limited Mid-Level Practitioner Prescribing Authority, by
state (Attachment C) - These notes accompany the chart to provide additionalInformation on dependent and limited prescribing authority for physician assistants and
nurses. Accordingly, each category 2 and 3 listing on the chart has a corresponding
explanation in the notes. Many of the chart entries for other nurses 'vary.' Where this
variation could not be covered in the notes, you will need to contact the state for more
information.

State Contact Listings (Attachment D) - Because there are so many different types of
MLPs and the prescribing authority for each of these MLPs varies widely by state, you
may need to supplement the enclosed information by contacting the states for more
information. The contacts at the state Boards of Pharmacy and state licensing agencies
listed in this package should be able to answer any questions that you have regarding
MLP prescribing authority.

We hope that the enclosed materials will assist you in responding to the requirements of
the new DEA mid-level practitioner rule. As new Information becomes available we wig update
these materials for your use. If you have questions regarding the enclosed materials or the mid-
level practioner rule, please contact Robin POW, NWDA Regulatory Analyst, Ext. 242.
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ATTACHMENT A

National Wholesale Druggists' Association PO Box 2219. Reston. VA 22090 • 703n87-0000 

Vol. 13 No.. 6 .tune 1993

DEA Now Registers MLPs
Chonges Could Pose New Burdens

For Phormocists, Molesders

The Drug Enforcement Administraticn (DEA)
published a final rule in the June 4 Fadad Register

establishing a new category of DEA registrants
Under the new rule, which goes into effect on July 1.

1993, mid-level practitioners Gvfl-Ps) will obtain and

use their own DEA numbers in dispensing controlled

substances, subject to restrictions imposed by their

sate of practice.
The final rule defines an MLP as "an individual

practitioner—other than a physician, dentist, veteri-

narian, or podiatrist, who is licensed, registered, o,•

otherwise permitted by the United States or the

jurisdiction in which he/she practices, to dispense a

controlled substance in the course of professional

practice.' DEA considers "dispensing' to include

administering, prescribing and directly dispensing—

delivering to the ultimate user — controlled sub-

stances. Examples of MLPs include nurse Practitio-
ners, nurse midwives, nurse anesthetists, clinical

nurse specialists and physician s«ftTts.

Until now, MLPs have used the DEA number of

their supervising practitioner or institution, again

subject to sate requirements. The new MLP registra-

tion numbers will begin with the letter 'M' rather

'un the letters "A' or '13,0 currently used for tradi

..oral practitioners, so they an be identified as a

separate registration category.
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Although MLPs now will be registered with DEA.
their authority to dispense controlled subsc uwas is
granted by the state in which they practice and varies
widely. In the final rule. DEA admowledges that
verifying MLP dispensing authority will pose difficul-
ties, but notes that it will be the responsibility of
pharmacists, wholesalers and other parties in the
distribution chain to contact the appropriate state
officials to verify the degree of dispensing authority
an MLP has been granted.

The burden of this verification h expected to fall
primarily on pharmaasts, who mast commonly wM
receive orders for controlled substances m the form of
Individual pmscriptions from► MLP prm=lx:s.
However, drug wholesalers also an expect to hand3e
orders for controlled substances bearing the M-
designated DEA number. The unique number format
should alert wholesalers to the fact that an MLP
customer may or may not be auflunized to order

eontroW substances in a given state. Since this
authority varies so widely, wholesalers need to be

familiar with the restrictions imposed by each sta u it

services.
NWDA currently n compiling information on the

states• laws governing MLPs, and will distribute this

information to members as soon as It is complete.
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ATTACHMENT C
NOTES ON DEPENDENT AND LIMITED PRESCRIBING AUTHORITY BY STATE

AK - Physician Assistants: PAs may prescribe Schedules III-V controlled substances.

Nurses: Advanced registered nurse practitioners (ARNPs) have Independent prescribing

authority. The Board of Nurses may limit the types of drugs that they can prescribe in
accordance with their education and experience.

AZ - Physician Assistants: PAs may prescribe Schedules II-III in a limited 48-hour supply, and
Schedules IV-V in a 34-day supply. All prescriptions must contain the name of the
supervising physician.

Nurses: Nurse practitioners (NPs) have full prescriptive and dispensing authority upon

application and fulfillment of criteria established by the Board of Nursing. NPs may

prescribe Schedule II and III drugs (limited to a 48-hour supply pet patient) and Schedule

IV and V (a one-month supply with no refills per patient). Other drugs may be refilled five

times or up to one year.

CA - Nurses: NPs who have satisfactorily completed at least six months of MD-supenvtsed

experience in furnishing drugs or devices, who have satisfactorily completed a course In

pharmacology and who have been Issued a furnishing number by the Board of Nursing

may furnish certain drugs or devices incidental to the provision of family planning services.

CO - Physician Assistants: Physicians may delegate limited prescribing authority to certified

PAs. PAs may issue prescriptions for non-controlled substances only. .

Nurses: NPs may write prescriptions for select drugs pursuant to an established protocol.

CT - Nurses: Nurse practitioners, clinical specialists, nurse midwives and nurse anesthetists

may apply for prescriptive practice privileges. ARNPs must apply for Ownsure In order

to prescribe. Dispensing privileges are also granted to ARNPs functioning In public clinics.

DC - Physician Assistants: PAs may sign prescriptions for non-controlled substances on Rx

pads that contain the name of the supervising physician and PA.

Nurses: DC provides dependent prescriptive authority for NPs, nurse midwives and nurse

anesthetists for Class II-V drugs according to existing federal laws.

FL - Physician Assistants: Legislation passed in 1992 grants PAs dependent authority to

prescribe drugs according to a formulary. Although the legislation has been passed. the

mechanisms for implementing the legislation will not be fully in place until early fall.

Nurses: NPs have dependent prescriptive privileges for non-controlled substances.

GA - Nurses: Although nurses have no prescribing authority, a 1989 law states that th
rough

a protocol a physician may delegate to a nurse in advanced practice the authority to order

controlled substances and dangerous drugs.
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ID - Physician Assistants: PAs may write prescriptions as agents of their supervising
physicians by applying to the board for prescription-writing authority. The board-approved
formulary Is limited to 24 categories of legend drugs (antibiotics, non-narcotic analgesics,
contraceptives, topical and local anesthetics, etc.).

Nurses: Prescribing is allowable for approved NPs based upon a formulary In the rules;
NPs may not prescribe controlled substances.

fA - Physician Assistants: Physicians may delegate the function of prescribing daps,
controlled substances, and medical devices to a licensed PA. PAs may prescribe
Schedules II-V controlled substances. except Schedule it stimulants and other
depressants. PAs may order Schedule II stimulants and depressants with the prior
approval and direction of a physician, and may request, receive and supply sample drugs
and medical devices.

Nurses: Nurses may write prescriptions for non-controlled substances under an
established protocol.

KS - Physician Assistants: PAs may issue prescription orders orally by telephone for Schedule
11 controlled substances In an emergency. The supervising physician must provide a
written prescription within 72 hours. PAs may orally by telephone transmit prescription

orders for Schedules III, IV and V controlled substances, as well as non-controlled

substances, which may also be prescnbed in writing.

Nurses: NPs may prescribe under jointly adopted protocols between the nurse and

.physician.

ME - Physician Assistants: Physicians may authorize PAs to prescribe or dispense controlled

substances. Authorized PAs may issue prescriptions for categories of drugs on the board-

approved formulary. which excludes Schedule II controlled substances. AN parenterals

except Insulin are excluded unless prescribed for administration within a hospital, clinic,

physician's office or nursing home. The amount of scheduled drugs that may be

prescribed may be no more than 100 dose units or a 90-day supply, whichever is less.

Nurses: Prescriptive authority Is approved by the Board of Medicine. Limits In prescribing

formulary by exclusion (i.e.. narcotics).

MD - Nurses: NPs prescribe medcations as agreed upon in writing with physicians.

MA - Physician Assistants: PAs may write prescriptions for legend drugs and controlled

substances (Schedules II-V). Prescriptions and medication orders must be issued In

accordance with guidelines developed by each PA and supervising physician.

MI - Physician Assistants: Physicians may delegate to PAs the prescription of drugs other than

controlled substances. The supervising physician's name must be indicated in connection

with each individual prescription.

Nurses: Physicians may delegate the prescribing of drugs to RNs, excluding controlled

substances.
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MN - Physician Assistants: Physicians may delegate to PAS the authority to prescribe and

administer legend drugs and medical devices that are appropriate to the p
ractice. This

delegation must be approved by the board. Physician and PA must have a
n Internal

protocol that lists the drugs and medical devices the PA may prescribe or adminis
ter.

Nurses: NPs have prescriptive authority when delegated to do so under a written

agreement with a physician. Nurse midwives also have authority to prescribe.

DES - Nurses: NPs have statutory prescriptive authority granted by the Board of Nursing. This

authority is based on the accepted protocol, which lists the treatments and medications

the NP expects to prescribe in his or her practice. NPs are not allowed to prescribe

controlled substances.

MO - Physician Assistants: The regulations do not impose restrictions on the types 
of drugs

that PAs can prescribe. This is left to the discretion of the supervisi
ng physician.

MT - Physician Assistants: PAs may prescribe, dispense and administer drugs to the extent

authorized by the rules of the medical board andJor the physician's
 utilization plan.

Authority granted to the PA may include Schedule III. IV and 
V controlled substances, and

Schedule II with a 48-hour limit. The medical board does not p
ermit PAs to prescribe

thrombolytics.

NE - Physician Assistants: PAs can only prescribe medications as 
an agent of a supervising

physician. The PA may prescribe medications in the name of the su
pervising physician

N the authority has been assigned by the physician (Schedule 
II controlled substances

used for pain control are limited to a 72-hour supply). Presc
ription label must bear the

name of both the PA and the supervising provision.

Nurses: ARNPs have dependent authority based on a practi
ce agreement with their

supervising physician.

NV - Physician Assistants: PAs may prescribe poisons, dangerous drugs
 or devices, but not

controlled substances. PAs must be registered with the Bo
ard of Pharmacy.

Nurses: ARNPs may prescribe if certified by the Board 
of Nursing.

NH - Physician Assistants: Prescriptions transmitted by PAs must be based 
on patlent-spec:111110

orders from the supervising physician or on written prot
ocols. An Rx for controlled

substances must contain the supervising physician's D
EA number with the PA's state

license number as a three-digit suffix.

NM - Physician Assistants: PAs may prescribe, administer and distribute dange
rous drugs other

than controlled substances provided it Is done under physici
an supervision and within

medical board-approved guidelines and formulary. The formular
y fists 70 types of drugs

PAs may prescribe.

Nurses: NPs have prescriptive privileges with their own sign
ature In accordance to written

protocols with physician supervision.
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NY - Physician Assistants: Physicians may assign prescribing authority to registered PAs. PAs
may not prescribe controlled substances.

NC- Physician Assistants: PAs are authorised by law to write prescriptions under conditions

specified by the state board of medical examiners. PAs may prescribe drugs from a

medical board-approved formulary that excludes controlled substances and parenteral

preparations except Insulin, Immunizations, serum, epinephrine and benadryl. A

prescription may not indicate a refill except birth control pills and: may be for no more than

100 dosage units or a one-month supply.

Nurses: ARNPs may prescribe non-controlled substances under the supervision of a
physician.

NO - Physician Assistants: PAs may prescribe controlled substances. except Schedule 11, as

agents of their supervising physicians.

Nurses: The Board of Nursing is responsible for delegating prescribing authorities. Once

approved by the Board, nurses may prescribe drugs under the supervision of a physician.

The types of drugs that a nurse can prescribe are determined by their area of expertise

(six practice areas) designated by the Board.

OR - Physician Assistants: Physicians may delegate to PAs the authority to administer and

dispense limited emergency medications and to prescribe. The medical board's Physician

Assistants Committee is authorized to review applications for prescribing and dispensing

privileges and to recommend a formulary that may include all or part of Schedules III

through V. To prescribe Schedules II through V controlled substances, PAs must be

registered with DEA.

PA - Physician Assistants: Regulations are currently under development that would allow PAs

to prescribe and dispense drugs at the direction of licensed physicians. The rules lndude

a formulary that excludes Schedules I and 11 controlled substances. Until the regulations

are promulgated PAs have no prescribing authority.

RI - Physician Assistants: PAs may write prescriptions and medical orders. PAs employed

by physicians. HMOs or other health care delivery organizations may prescribe legend

medications and Schedule V controlled substances, medical therapies. device and

diagnostics according to guidelines established by their employers. Guidelines are

updated annually. PAs prescribing controlled substances must registerwith the state drip

control division and with DEA.

Nurses: NPs have prescriptive authority for legend drugs but not for controlled

substances.

SC - Physician Assistants: Regulations are currently under development that would grant PAs

dependent authority to prescribe Schedule V controlled substances. The regulations

would also establish a formulary and appropriate protocols. Until these regulations are

developed and implemented PAs have no prescribing authority.

Nurses: Nurses are certified through the Board of Nursing for dependent 
prescribing

authority.
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SD - Physician Assistants: PAS can communicate Information regarding Schedules III-V drugs
to the pharmacy either in writing or by phone. PAs must act as agents of physicians to
Issue prescriptions for controlled substances: the physician decides on dnq, dosage,
amount and length of therapy.

TN -

Nurses: Certified NPs may prescribe under a practice agreement with the supervising
physician. NPs act as the agent of the primary supervising physician in providing and
prescribing. except for Schedule II controlled substances.

Nurses: Certified NPs may apply to the Board of Nursing for a'certificate of fitness• with
privileges to write and sign prescriptions and/or issue non-controlled legend drugs.

TX - Physician Assistants: Physicians may authorize PAs to administer, provide or carry out
a prescription drug order (i.e., complete a prescription pre-signed by the supervising
physician) in medically underserved areas.

Nurses: ARNPs have prescriptive authority under standing orders or protocols;
prescriptions must be 'presigned.' To be authorized to prescribe the ARNP must serve
certain medically underserved populations.

UT - Physician Assistants: PAs may, In accordance with an approved utilization plan, prescribe
Schedule IV and V controlled substances for a period not to exceed seven days.

Nurses: Al NPs who practice with a physician can apply for prescriptive privileges In
accordance with protocols between the NP and physician. NPs can prescribe controlled
substances III-V.

VT Physician Assistants: PAs may prescribe only drugs selected by the supervising physician
from the board-approved drug list. The board's approved drug list contains 25 categories.
Some categories, such as heavy metal antagonists, antineoplastics. coagulation agents,
cardiovascular drugs and oxytoxics, require additional protocols describing In dotal the
conditions under which the PA will be prescribing. The physician may delegate the
prescribing of controlled substances in any of the categories.

VA - Physician Assistants: Regulations are currently being developed that would give PAs
dependent authority to prescribe non-controlled substances. The regulations will include

a formulary of specific drugs and devices a PA may prescribe under a written protocol with

the supervising physician.

Nurses: ARNPs may prescribe most Schedule VI drugs under the supervision of a

licensed physician.

WA - Physician Assistants: PAs may issue written or oral prescriptions when approved by the

board and assigned by the supervising physician. Prescriptions for drugs in Schedule II-V

may be issued for patients under the care of the sponsoring physician.

WV - Physician Assistants: PAs in all settings may issue prescriptions at the direction of their

supervising physician. A state formulary excludes Schedule I and II controlled

substances, anticoagulants, antineoplastics, radiopharmaceuticals, general anesthetics,

and radiographic contrast materials. Drugs listed under Schedule 111 are limited to a 72-
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hour supply without refill. Medical board rules exclude parenterals, except Insulin and

epinephrine, from the formulary.

Nurses: ARNPs have limited authority to prescribe, Including some controlled substances.

WI - Physician Assistants: Supervising physicians may direct a PA to prepare a prescription

order for non-controlled substances if the PA prepares the prescription order only in

patient situations specified and described In written protocols; the PA consults directly with

the physician, when practicable, prior to preparing a prescription; and the prescription

contains the name and address of the physician and PA.

WY - Physician Assistants: PAs may prescribe medications as an agent of the supervising
physician, except for Schedule I and II controlled substances. When prescribing controlled

substances the supervising physician's DEA number Is used.

Nurses: Current legislation states that nurses have prescribing and dispensing capabilities

under a 'collaborative agreemenr with a physidan. The Attorney General Is currently in

the process of determining whether this fficollaborative agreement constitutes Independent

or dependent prescribing authority. Until the Issue is resolved nurses do not have

prescriptive authority for controlled substances.
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Steve Reardon
/01~

DEA Registrations

At a recent meeting with DEA in Washington, D.C., fm Paeella, DEA's Policy Unit

Chief, ftwesed DEA registration wrifrcation issues with NWDA's Regulatory Affairs

Committee. De pointsMr. Patella made are sumrsan ed asfollows:

Focal DEA offices have been instructed not to verify DEA regiatrstions verbally via
the telephone. The r+easan is that certain wholesalers were using this as the sole mans
of verifying their customers' DEA registration numbers. Despite these instructions,
however, I am aware of local offices that continue to verify numbers over the
telephone. My recommendation is that i~ in emergency situations, your local DEA
office will provide this service, then you should continue to use it as long as the
verification is documented on a Regulatory Agency Contact Form. This method,
however, should not replace your existing Registration Verification Procedure.

• Local DEA offices should not be verbally issuing DEA registration numbers upon
in ons of new registrants. DEA's policy is that a person is not registered until the
registration certificate is issued. Although DEA Washington denies it, I know that
local DEA offices continue this practice. Again, if your local DEA offices operate in
this manner, you should take advantage and service your customer as long as you
document the verification and request from your customer a copy of the cari5cate
immediately upon receipt.
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• A 60-90 day registration renewal grace period exists during which time you can
continue to sell to customers who have yet to receive their renewed registration. I
would recommend that you obtain a copy of the cistomees renewal application and
processed check if possible.

• For those accounts who operate on a physician's DEA registration, the physician's
name should also appear on the records for that account; i.e.. the invoice should show:

ABC Clinic
Dr. John Smith

If you have any questions regarding these issues, please call.
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;d1
U.S. Department of jusdce

Drug Enforcement Administration

WaAA IM Ac. JOR

NO' 2 9 1993

Ms. Diane P. Goyette
Director of Regulatory Affairs
National Wholesale Druggists' Association1821 Michael Faraday Drive
Suite 400
Reston, Virginia 22090-5348

Dear Ks.. Goyette:

This is in response to your correspondence of November 4,1993, requesting information on any written clarification ofsecurity issues prepared by the Drug Enforcement Administrationconcerning specifications for cages and security containers. TheOffice of Diversion Control (OD) routinely disseminates securityinformation to its field offices as part of its effort to insureuniform interpretation and application.

Recently, two security notices were prepared and distributedto the field Diversion Investigators. One addressed the naw GSAspecification revision for Class 5 security containers and theother addressed the cage configuration utilized for the storageof Schedule III-V controlled substances. The following is asynopsis of those two notices:

Class V Securitv Containers: This notice covered theGeneral Services Administration's (GSA) specificationrevisions for improved, manipulation-resistant combinationlocking devices used on GSA Class 5 and 6 securitycontainers and vault doors. This revision was intended tocounter surreptitious entry using an auto-dialing deviceand/or radiological or emanations analysis. An a result,the specifications where changed to read as follows:020 man-hours against surreptitious entry; 30 man-sinutesagainst covert entry; and 20 man-hours against radiologicaltechniques."

This notice further stated that only one lock, the Mas-Ha=ilton X-07, aeets the new specifications withoutmodifications. It further explained that the security
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Ms. Diane P. Goyette
Page Two

standards listed in 21 CFR 1301.72(a)(1)(1) and1301.72(a)(3)(Li) have = been revised to agree with thenew GSA specifications.

regulations da not reQuire a registrant to utilize a GSAClass 5 container. Instead. the -r-ecrulations spell out thR
.pininum security reguirement4 for a security container orvault door used for the storage of Schedule I and Ijcontrolled substances. There arg several security containers which. when eguizDed with a Grouo 1-R three position dial-tvne coabination lock. meet the currentFederal requirements. 

Schedule III-V Case ftecif cations: This notice clarifiedthe construction specifications for cages utilized for thestorage of Schedule III-V controlled substances. Asdescribed in 21 CPR Section 13 01. 72 (b) (4) (11) , a cage Ia meshconstruction cannot have openings greater than 2 1/2" acrossthe Square. The contusion existed with the phrase "acrossthe square" which is not a standard size measurement used bycage manufacturers to describe mesh fabric. The industrymeasurement for mesh size is the minimum distance betweenthe wires forming the parallel sides of the mesh.
Some field offices were interpreting this measurement to bethe diagonal distance from corner to corner, while other -offices were using the distance between the parallel sidesof the mesh configuration. A size comparison of the tvooptions shows a substantial mesh size difference.
Based on this comparison and the intent of this regulation,it was decided that the 2 1/2" measurement has to beinterpreted as the greatest point of separation in the mash-configuration. Another way of describing this regulationrequirement is that the mesh size cannot exceed 1 3/4" byindustry standards.

.I trust that the above information adequately addresses yourrequest. If you have any additional questions, please do nothesitate to contact this office.

FOIA Confidential
Treatment Requested By

Cardinal

sincerely,

William C. Reiniq J
Security Specialist
Office of Diversion Control
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f  Cardinal Health 

TO
Tom Blaylock
Brendan Connolly
Paul Exley
Ben Jones
David Kozaczka
Brian Landry

_ George Oughterson
Doug Pace
John Roth
Roy Stromski
Alike Vaughan
Carol Verrastro

CC: George Bennett
Pete Westerman

DATE

FROM

suM

February 14, 1994

Steve Reardon

DEA Security Issues

Attached, for your information and your DEA file, is a letter from Bill Rein& DEADiversion Security Specialist, to Diane Goye•tte, NWDA Director of Regulatory Affairs.The purpose of the letter is to summarize two security notices recently distrinMA to DEAfield offices. One addressed a new GSA Class V specification for vault door construction;the other, controlled'substance cage construction.

Evidently, as a result of the change in the GSA Class V vwh door spmifiatiom, somelocal DEA offices were requiring vault doors of this new design. Re inig, in the ktter,explains that while the GSA description did change, DEA regulations do not automaticallyrequire use of a GSA Class V door. Several different designs can meet DEArequirements. nts. The cage construction section is self-explanatory.

If you have any questions, please call.

Attachment

FOIA Confidential
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Cardinal Health, Inc.
INTEROFFICE MEMORANDUM

To: Martin Alires/Syr=w
Bill Becker/Flaidc
Brendan Connolly/Euiroa
Mike Davisonl&hrow-Lubbock
John Dewees/Marmac
Paul Exley/Ohio Valley
Jack George/Behrew-Waco
Ben Jones/Cbap =
Les Killebrew/Mississippi
Harry Myers/Humiston Keeling
George Oughterson/PRN
John Roth/Solomons
Roy Stmmsld/Doiy
Loren Todd/Bailey

From: Steve ReardonAAd-

Date: July 28, 1994

Re: Order Forms (DEA Form 222)

CC. Joe Nearylo mrire
Pete Westeaaann/Dublin

Attached for your information and your DEA file is a letter issued by DF.A to further clarify their position on
the proper completion of DEA Form 222 with respect to number of lines completed. The regulatory
interpretation is as follows:

When a purchaser has used five lines on a DEA Form 222 to
order controlled substances, and two lines contain entries for the
same product and package size, the number of items ordered
would be four. If the purchaser erroneously indicated that five
items had been ordered, DEA would deem this a minor error which
could be corrected.

Please read the letter for the specifics of this interpretation and pass the information on to the appropriate
,ersonnel in your division.

If you have any questions, please call.

Attachment

FOIA Confidential
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Cardinal Health, Inc.
INTEROFFICE MEMORANDUM

To: Distribution

From: Steve Reardon, Joe Neary

Date: August 12, 1994

Re: Reverse Management Systems (30) Waste Disposal Program

Cardinal Health, Inc., has entered into an agreement with Reverse Management Systems (3CI) todispose of our non-hazardous waste, including controlled substances, legend drugs, OTC items,and aerosols. Reverse Management Systems is registered with the Drug EnforcementAdministration in Schedules II, III, IV and V, the Texas Department of Health, and the TexasDepartment of Public Safety. This registrant status allows them to receive and take possession ofcontrolled substances and legend drugs for the purpose of disposal via incineration.

The pricing schedule is as follows:

1-24,999 pounds S.045/lb.
25T-74,999 pounds S.043/lb.
75T-99,999 pounds S.041/lb.
> 100 T pounds S.039/lb.

The total pounds will be counted over a twelve-month period that will start with our firstshipment. The steps to facilitate this process are outlined on the following page.

It is strongly recommended that this service be our sole method of disposal so that we may takeadvantage of volume discounts and assure complian-c with applicable Federal, State, and localregulations. We believe that Reverse Management Systems (3CI) can provide us with a simple,efficient, and economical means to manage pharmaceutical waste. Please contact Joe Neary orme ii; for some reason, you do not intend to utilize this service.

If you have any questions, please call.

Attachment

FOIA Confidential
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F1 Cardinal Health Inc.
PREPARING PRODUCT FOR DESTRUCTION

STEPOxE.•

To arrange for destruction, contact

STEP TWO.

Mr. Dennis Ingles, Operations Manager
Reverse Management Systems
DEA Number RE01W611
201 San Augustine Street
Center, Texas 75935

1-800 RX REVERSE (797-3837), or Fax 1409-598-9539

Reverse Management Systems will provide you with DEA 222 Forms for your Schedule IIproducts.

STEP THREE.

Create a debit memo or zero dollar invoice to Reverse Management Systems.This will serve as documentation of the transfer and create required records (ARCOS, etc.).

STEP FOUR

When preparing product for shipment

1. Verify that each return is packed according to the products on the schedule II form.2. Segregate, and package separately, all other schedules from the legend products.3. Pack aerosols separately.
4. Note that legend and OTC product do not need to be packaged in any special order.5. Notify Reverse Management Systems by telephone or fax as to when shipment will bemade.
6. Attach an A.O.D. tag to the top of the box for all orders to be shipped UPS. All othershipments must have some other proof of delivery receipt. -7. Include a copy of the debit memo or invoice with the shipment.

STEP FIVE:

Upon completion of the products' incineration, you will receive the following receipts:

a) A copy of the completed DEA Form 41.
b) A detailed bum report, itemizing each box with third party verification.c) An invoice detailing the amount based on per pound price.d) Documentation showing the accurate weight and the actual destruction, byincineration date, verified by third party municipality.

FOIA Confidential
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CARDINAL HEALTH, INC.
MEMORANDUM

TO: Division Managers / Directors of Operation

FROM: Steve ReardonJUA4'

DATE: June 1995

SUBJECT: Regulatory Reminder

CC: Michael Proulx
Joe Neary
Art Hammerschmidt
Carol Verrastro

When providing back-up delivery service to another division's customers there are licensing and recordkeeping issues that must be addressed in order to assure compliance with applicable regulatory
requirements. These requirements are as follows:

LICENSING:

Transactions between divisions (except in Georgia and Ohio) qualify for an intra-company exemption,and state Iicensure is not required. Shipping prescription drugs and/or controlled substances direct tocustomers within a state requires licensure in most instances. The attached sheet identifies whereCardinal divisions are currently licensed and lists those states where out-of-state licensure is notrequired. This should assist you in identifying where to go for back-up.

RECORD—KEEPTNG:

If you ship prescription drugs and/or controlled substances directly to another division's customer,your records (invoices, computer-generated sales history reports, ARCOS reports, etc.) must show thatcustomer as the recipient of the product. The Prescription Drug Marketing Act (PDMA) and DEAregulations require wholesalers to maintain records of all transactions regarding the receipt and
distribution of prescription and controlled drugs. These records must identify the "ship to" location.

We understand the importance of being able to provide this service to our customers. Our intention is
not to restrict your ability to do so. Our purpose is to inform you of the regulatory requirements that
must be met when doing so.

Joe Neary and I will work with our MIS groups to explore system support for the record keeping
issues. In the interim, we are open to suggestions.

I hope this memorandum clearly identifies the issues at hand. If you have any questions or comments,
please contact the Corporate Compliance Department at (614) 799-6050.

FOIA Confidential
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U.S. Department of Justice

Drug Enforcement Administration

waAhVIOM D.C. AW7

SEP 14 1995

Ms. Diane Goyette
National Wholesale Druggists'

Association (NWDA)
Director ofRegulatory Affairs

P.O. Box 2219
Reston, Virginia 22090-0219

Dear?&. Goyette:

The Drug Enforcement Administration (DEA) is pleased to announce that the DEA Form

222 (U.S. Official Order Form - Schedule I and 11) used to purchase controQed substances from

DEA registrants has been changed for clarification purposes. The former line entitled " Number of

Lines Completed" has been changed to " Lest Line Complete¢".

This change was made as a result of requests made by DEA registrants to avoid confusion

associated with the former requirement for an entry to be made for "number of Tuns completed".

The new forms are already being distributed. Supplies of the old forms should continue to be

used until they are depleted.

Please advise your membership of this change. We have enclosed a sample article which may

be used for your publications. It is hoped that this change will obviate many problems associated

with the former design of the form. If you have any further questions, please contact the Liaison

and Policy Section at (202) 307-7297.

Enclosure

FOIA Confidential
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Liaison and Policy Section
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...4.4. ̂ V waW-1. W Pd -

DEA CHANGES ORDER FORM (DEA-222)

The Drug Enforcement Administration (DEA) has announced that, at the request of registrants. a change

has been made to the U.S. Official Order Form for Schedule I and H controlled substances (DEA-222).

This change has been made for clarification purposes and involves the replacement of the line entitled

 ̀dabber of Lines Completed" with " Last Line Completed".

The instructions pertaining to tho change which appear on the reverse of each individual form indicate

under item "8" the following: "Enter the last line comphftd - this generally should corres
pond to the

number of lines used. if a number has not ban egteted, dw form will be retur
ned to you for completion

before the supplier is allowed to SH it."

While DEA hopes that this clarification will eliminate much of the confusion the language of this part of

the order form has caused some registrants over the yeam they realize that erors 
will still occur due to

misinterpretation. When it is clar to the supplier that the number of the last line completed 
has been

incorrectly noted due to misinterpretation. rather than an anoupt to facilitate diversion, 
the DEA fottn

222 should not be rejected.

The new clarified forms have already begun to be distributed although old forms sh
ould continue to be

used until depleted.

I

•
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11

a
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On RMM of PURCHASER'S
CoPYfor hwftU kxw

No oeder trot maybe timed forSdieduk I and 11 a6aaneea aaleaa a
completed appliudo■ form has been raoeivad R 1 OR 1305.011

ONO APPROVAL

Na 1117-WIGTO: (Niumdesarlw-) CARDINAL
JAMES W. DALY, INC. III

STREETAomm

Centennial drive
CITY and STATE
Peabody, MA 01960

DATE
2M1lS

TO BE FILLED IN BY SUPPLIER
SUPPLIERS DEA REGISTRATION No.L

1
N

e

Ma

TO BE FILLED IN BY PURCHASER

NO. of

Packages

Sla• of

Package Nam of Item NMkxW Drug Cade
Packages

Shipped

Date

Shipped

1 1 500 ml Methadone 10 mg15 ml Oral Sal. 1 1 1 I 1 I I I 1 ( It 6 100 MS Conlin 60 mg Tablets I 1 I I 1 I I 1 I 1 1
• 5 10 Morphhw Suit. ht. 250 mg 1 1 1 1 I I 1 1 1 1 1
a Add-Vantage Vial 10 ml 1 1 1 1 1 1 1 I 1 I 1
i 1 100 Rifalln 5 mg tab" I I ( I I I 1 I I 1 1
o 1 1 1 1 1 1 1 1 1 1 1r I l l l l l l l i i l• I I I I I I I I I I F
e 1 1 1 1 1 1 1 1 1 1 1
10 I I I I I 1 1 1 1 1 1

,Dom

5 LAST LINE

COMPLETED (MUST BE 10 OR LESS)
SIGNATURE OF PURCHASER
OR ATTORNEY OR AGENT I.L.  J..

huued

1145-92
DEA Roghdredw No.

XXXXX)()=
Name and Address of Registrant

Your Pharmacy

100 Nain Street

Aaytooa, USA 12345

Schedules

2,2N,3,3N,4,5

Registered as a

Pharmacy

Na of etla Order Form

987654321
DEA form -222

(OcL 1992)

U.S. OFFICIAL ORDER FORMS - SCHEDULE 1 & 11

DRUG ENFORCEMENT ADMINISTRATION

SUPPLIER'S Copy 1

46455319
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U.S. Department of Justice

Drug Enforcement Administration

wadlins, . D.C. 20!17

PUL 18 1996

'Mo. Diane Goyette
Director of Regulatory Affairs.
National Wholesale Druggists*Association
P.O. Sox 2219
Reston, Virginia 22090-0219

Dear Ms. Goyette:

Thank you for your letter of April 29, 1996, voicing your
organization's satisfaction with the April 17, 1996 semi-annual
meeting with your membership. • I know I speak for all Drug Enforcement
Administration (DEA) personnel present at that meeting, in conveying
their appreciation for the inforiaation presented and the cooperation
received.

There are several issues that have been long-standing and we
would like to bring you up to date with current activities. The
proposed rule on freight forwarding has cleared DEA and -in ready to be
forwarded to the Department of Justice (DOJ) and the Office of
Management and Budget (OMB)'for their approval. The DEA ARCOS Unit
has resolved the problem of "inadvertent under-reporting" that was
attributed to differences in National Drug Code Numbers (NDC)
pertaining td sizes. The ARCOS Unit has been able to take care of
this problem internally without any further involvement of ARCOS
participants.

The last issue centers around delivery of Schedule II order forms
by drivers and the associated distribution scenarios. DEA has
carefully reviewed the scenarios discussed at the April 17, 1996,
meeting and has approved the following circumstances in which driver
handling of Schedule II Order. Forms (DEA Form 222) will be permitted,
and the circumstances under which we will allow DEA Forms 222 to be
transmitted by facsimile. DEA will permit the driver to handle DEA
Forms 222 provided they are carried in a sealed envelope. DEA will
permit the "faxing" of DEA Forms 222 by. the customer to the DEA
registered distribution center, in order to facilitate the expedient
filling or the DEA Form 222. The distributor may prepare the order

FOIA Confidential
Treatment Requested By

Cardinal CAH SWE 019365
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Ms. Diane Goyette Page Two

from the facsimile and then compare the prepared order with the
controlled substances, when the original DEA Form 222s arrive with the
driver. Cinder no -circumstances will DEA permit the driver to have the
sole responsibility for reconciliation of the pre-prepared order with
the actual DEA Form 222. DRA also does not approve of the scenario
that allows the driver to "fax" the copy of the order form at the
cross-docking facility. The cross-docking facility should only be
used for the temporary storage of controlled substances 'in transit and
DEA will not recognize any other activity, such as "faxing", at the
facility. Further, the driver should have no knowledge as to the
contents of the DEA Form 222. Also, it is the opinion of DEA that
allowing the drivers to be responsible for sole reconciliation of
Schedule II orders does not provide the "special handling" of Schedule
II orders that the Controlled Substances Act mandates and the
diversion possibilities presented by this scenario are obviously more
plentiful.

Please convey this decision to your membership_ We will inform
all of our field offices or this approved procedure, in the hope that
it will prevent admonishments such as the one that one of your members
was given for allowing the driver to transport the DEA Forms 222. As
always, it was a pleasure meeting. with you and your membership. If
you have any questions, please contact the Liaison and Policy Section
at (202) 307-7297.

FOIA Confidential
Treatment Requested By
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G. Thomas G'tehel, Chief
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CARDINAL HEALTH INC. 9-03-1996 11:41

~1

PAGE 3/3 RightFAX

U.S. Department of Justice

Drug Enforcement Administration

wwwacton. D.C. MJ7

AUG 18 1996
Me. Diane Goyette
Director of Regulatory Affaire
F.O. Box 2219

Reston, Virginia 22090-0219

Dear Ms. Goyette:

Reference is made to our recent tweeting regarding the facsimile
transmission of DEA forma 222 from retail pharmacies to distributors. As I
advised you at that time, the Drug Enforcement Administration (DEA) will
permit the facsimile transmission of an executed DEA form 222 directly from a
retail pharmacy to a distributor to facilitate filling of an order, provided
that the facsimile copy is compared with the original copy prior to shipping
the order. It is acceptable, although in our view, not desirable, to permit a
proprietary driver, acting as an agent/employee of the distributor, to "fax" a
DEA form 222 on behalf of the pharmacy, to the distribution center. The
practice of allowing common or contract carriers to "fax" DEA forma 222 to
distribution centers, however, is not in the public interest and does not
effectively guard against diversion.

we realize that distribution centers adopted procedures for facsimile
transmission of DEA forms 222 to expedite delivery of controlled substances to
their customers. Nevertheless, we are very concerned that a practice that
enables common or contract truck drivers, who are subject to only limited
security checks and controls, to know exactly what a particular shipment of
drugs will contain, poses a .significant threat of diversion.

We urge your members, therefore, to cease this practice as soon as
possible. It has been represented that the practice of "faxing" DEA forms 222
by common and contract carriers is widespread and well-established in many of
your members, distribution centers. Therefore DEA will recognize a transition
period until December 31, 1996 to discontinue this practice.

If you have any questions, please let me know.

sincerely,

G`Ti'0M9'G MiC'C (T, Chief

Liaison and Policy section

Office of Diversion Control
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U. S. Department of Justice

Drug Enforcement Administration
'Officc ofDivcrsion

NVashingron. D.C. 20537

7 1997

Diane P. Goyet e, Direcc~r

R;culato_., Affairs
National dh•=lesa:e Drucgis.s'
F.O. Box 2219
Reston, Virginia 20255-0215

Dear Ms. Goye_te:

This is in response to your letzez of August 13, 1997, _-=a=ding theProper p=ocecu=_ for dccumez=_nc __q•__. _ozs _:lrcughacc--dental breasaae :)f its containar.

1 You ask whether :u:h _?sa -F -- -~ - --.. F'zrm-41 .
"R aistran-_s _nv_nt?r`. of 1_:17s or a DEA Sor'-_.'~, 'Report:

When a bottle costa n;_ .g a   subs_ance is ac:: dentally
IIT Vic', the recistrant sh: ld   ?"he _CsE a L'~.. r.T.-z_. :he DEA
:Crn-41 is -,s'_^. to _e=crt .he dizzosc_ _f contr='_let
regisC:ant' s pors~sslon. As cu zre ~k=rP, D;., zequi_es L: a= -fie :^55 .c
reccrt.~ _n 9rder Lc aczou:;t fr.-:- all 7ispc-siti•cns of ~ti3 

.

Wi _..i.. _he    ..;gL_i  -
~..~~Z=i _?C: subs`ance, with 1- - *.-.,e be .__3t:J5?tj •~=
~.. dcro= dance with Title -_.c:- r: Ce=:il Re u_di'_O_^.= '21 TER
.Sest_o.-, :307.2:. A =eq_SLrar,' stnul"J '153 : DEA :!'_...-1.... _:. '_L an

.̂d•_=-~unr_zd Zor loss, a the=_ o_ a __a5 ir. tram=it.

2. You also ask wha= a disc:  should use 4 n tr.a 'A__....i.ted
R2:_5t.ra::: X11: «L P.. 3'_ 'GE.'•. .. ri'~• ~: L::".ber fields _.:~i th-.1

The DE.; ARC%J her'::__tl:y tifaaual s_3 _s that the rpoistran _..
•ac­o}jntina ..r =,e -:•Ss _n ar. zizcZ,S -ens _, zhculd claze i - ra 

..Y.. 
_..

he tza.-s•?=:... r. _:GA Arm-5 CffiCe YJL.ntet _n r_:-e
"Asscc_atdC R573tsL=d.̂.t ~jum a field. ..'.F. DHEA -3='.e_ F c r :i ..t=r" _IeI _
zhnui~ remain blank.

DEA .'.'_es .'IQ'_ rewire a r- _ _a..= !eep tr.= .: t'.•nin :^~--' --C:. =S
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Diane P. Goyette
Page 2

I trust that the foreccirg adequa_ely answers your questions. If we
Tay :ur_`:e_ p_eise o nct :.ESl:_tE :?-,aC.. .h`.'V r5
office at (202) 307-72:7.
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